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Highlights

Briefings on How to Use the Federal Register-For details
on briefings in Washington, D.C., and Dallas, Tex., see
announcement in the Reader Aids Section at the end of this
issue. An interpreter for hearing impaired persons will be
present for the November 16 briefing.

63077 Relief Funds for Kampuchea Presidential
determination

63115 Persons with Disabilities HEW/Sec'y proposes to
amend procurement regulations to assure ni'mum
accessibility standards; comments by 12-17-79'

63098 Part-Time Career Employment ICA publishes rule
governing program; effective 11-2-79

63485 Equal Pay EEOC Is planning a January 1980
meeting on job segregation and wage discrimination
(Part VII of this issue)

63084 Home Loans Treasury/Comptroller issues rule
designed to provide a basis for a more effective fair
housing monitoring program; effective 1-1-80

63478 Head Start HEW/HDSO publishes final program
policy pertaining to enrollment and attendance;
effective 11-2-79 (Part VI of this issue)

CONTINUED INSIDE
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63496 Food Stamps USDA/FNS proposes regulations for
the provisiorn of social security numbers, fraud
disqualification and recoupment, and group living'
arrangements under the Act; comments by 12-17-79
(Part IX of this issue)

63270 Oral Mucosal HEW/FDA proposes to establish
conditions under which over-the-counter (OTC)
injury drug products are generally recognized;
comments by 1-31-80; reply comments by 3-3-80
(Part II of this issue)

63292 Medical Devices HEW/FDA proposes general
rules applicable to the classification of all
anesthesiology devices; comments by 1-2-00 (150
documents) (Part III of this issue)

63132 National Environmental Policy Council on
Environmental Quality publishes fourth progress
report on agency's implementation of procedures of
the Act

63083 Radioactive Material NRC amends rules on
packaging and transportation; effective 12-3-70

63108 Improving Government Regulations .DOE issues
semiannual agenda

63082 Harry S. Truman Animal Import Center USDA/
APHIS establishes a specific date of receipt of ,
applications for special permits for the allotment of
quarantine space for the second group of cattle;
effective 10-30-79

63488 Animal Welfare USDA/APHIS amends its
regulations concerned with humane handling, card,
treatment and transportation of certain
warmblooded animals; effective 11-2-79 (Part VIII
of this issue)

63081 Tobacco USDA/ASCS terminates existing form
marketing quota for cigar-binder (types 51 and 52);
effective-11-2-79

63107 Tobacco Loan Program USDA/CCC issues
proposal on 1979 crop grade loan rates of dark air
cured (types 35 and 36); comments by 12-3-79

63183 Sunshine Act Meetings

Separate Parts of This ,Issue

63270
63292
63428
63474
63478
63485
63488
63496

Part Ii, HEW/FDA
Part iII, HEW/FDA
Part IV, Labor/ESA
Part V, Interior/FWS
Part VI, HEW/HDSO
Part VII, EEOC
Part VIII, USDA/APHIS
Part IX, USDA/FNS
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Federal Rester Presidential Documents
Vol. 44, No. 214

Friday, November 2, 1979

Title 3-

The President

Presidential Determination No. 80-1 of October 15, 1979

Determination Pursuant to Section 2(c)(1) of the Migration and
Refugee Assistance Act of 1962, as Amended, ("the Act") Au-
thorizing the Use of $2 Million of the Funds Made Available
From the United States Emergency Refugee and Migration As-
sistance Fund

Memorandum for the Secretary of State

In order to make an initial rapid response to the Joint Appeal of the United
Nations International Children's Emergency Fund and the International Com-
mittee- of the Red Cross for the establishment of a Relief Program within
Kampuchea, I hereby determine because of widespread famine and disease
resulting from wholesale dislocation and other causes that the general popula-
tion within Kampuchea constitutes a class of refugees eligible for assistance
under the Act. Pursuant to section 2(c)(1) of the Act, I determine that it is
impotant to the national interest that up to $2 million from the United States
Emergency Refugee and Migration Assistance Fund be made available
through the Department of State for transfer to the United Nations Internation-
al Children's Emergency Fund and the International Committee of the Red
Cross for these purposes.

The Secretary of State is requested to inform the appropriate Committees of
Congress of the Determination and the obligation of funds under this
authority.
This Determination shall be published in the Federal Register.

[EFR Doc. 79-34150 -

Filed 10-31-79; 4:19 pm]

Billing code 3195-1.-M

THE WHITE HOUSE,
Washington, October 15, 1979.

77.
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Rules and Regulations Federal Register
Vol 44, No. 214
Friday. November Z, 19g

This section of the FEDERAL REGISTER
contains regulatory documents having
general applicability and legal effect, most
of which are keyed to and codified in
the Code of Federal Regulations, which is
published under 50 titles pursuant to 44
U.S.C. 1510.
The .Code of Federal Regulations is sold
by the Superintendent of Documents.
Prices of new books are listed in the
first FEDERAL REGISTER issue of each
month.

OFFICE OF PERSONNEL

MANAGEMENT

5 CFR Part 213

Excepted Service; Department of
Justice

AGENCY: Office of Personnel
Management
ACTION: Final rule.

SUMMARY: Criminal Investigator (Special
Agent) positions in the Drug
Enforcement Administration are
excepted under Schedule B because
competitive examination for these
positions is impracticable. New
appointments to these positions may be
made only at grades GS-5 through 11.
Service under this authority is limited to
4 years. Schedule A authority for 154
Special Agents is revoked because these
positions are now covered under-fe
Schedule B authority.
EFFECTIVE DATE: July 30, 1979.
FOR FURTHER INFORMATION CONTACT:

On position authority. William Bohling,
Office of Personnel Management. 202-632-
4533

On position content: Lee Probst, Department
ofiustfce, 202-633-3351

Office of Personnel Management .
Beverly M. Jones,
Issuance System Manager.

Accordingly, 5 CFR 213.3110(c)(1) is
revoked and 5 CFR 213.3210(a) is added
as follows:

§ 213.3110 Department of JustIce.

(c) Drug EnforcementAdministration.
(1) [Revoked]

§ 213.3210 Department of Justice.

(a) Criminal Investigator (Special
Agent) positions in the Drug

Enforcement Administration. New
appointments may be made under this
authority only at grades GS-5 through
11. Service under the authority may not
exceed 4 years.
(5 U.S.C. 3301, 3302 ED 10577, 3 CFR 1954-
1958 Comp., p. 218)
[FR 0= E 794M -Fled-1-7I &Zaml

BILLNG coDE 632541-M1

5 CFR Part 213

Excepted Service; Department of the
Treasury

AGENCY: Office of Personnel
Management.

ACTION: Final rule.

SUMMARY:. Clerical positions at grades
GS-5 and below established in
Emergency Disbursing Offices to
process emergency payments to victims
of catastrophes or natural disasters
requiring emergency disbursing services
are excepted under Schedule A because
it is impracticable to examine for them.
Employment under this authority may
not exceed 1year.

EFFECTIVE DATE: September 5,1979.
FOR FURTHER INFORMATION CONTACT:.

On position authority- William Bohling.
Office of Personnel Management 202-632-
4533

On position content: Carole O'Leska,
Department of the Treasury, 202-566-8301

Office of Personnel Management,
Beverly M. Jones,
Issuance System Manager.

Accordingly, 5 CFR 213.3105(1) is
added as set out below-

§ 213.3105 Department of the Treasury.

(1]2Bureau of Government Financial
Operations.

(i) Clerical positions at grades GS-5
and below established in Emergency
Disbursing Offices to process emergency
payments to victims of catastrophes or
natural disasters requiring emergency
disbursing services. Employment under
this authority may not exceed 1 year.

(5 U.S.C. 3301, 3302; E.O. 10577,3 CFR 1954-
1958 Comp., p. 218)
[FR DB 94IN Filed 11-1-M45 aml
BILLING CODE 6325-01-U

5 CFR Part 213

Excepted Service; Office of Personnel
Management

AGENCY-. Office of Personnel
Management.
ACTION: Final rule.

SUMMARY: Not to exceed 500 positions in
Federal job Information Centers, to be
filled under the Community Outreach
Information Network program, are
excepted under Schedule A because it is
impracticable to examine for them.
Appointments under this authority may
not exceed 90 days, and no one may
receive more than one appointment
EFFECTIVE DATE: May 10,1979.
FOR FURTHER INFORMATION CONTACT.
William Bohling. 202-632-4533.

Accordingly, 5 CFR 213.3190(a) is
added as follows:

§ 213.3190 Office of Personnel
Management

(a) Not to exceed 500 positions in
Federal job Information Centers, to be
filled under the Community Outreach
Information Network program.
Appointments under this authority may
not exceed 90 days, and no one may
receive more than one appointment
under the authority.
(5 U.S.C. 3301, 3302; EO 10577,3 CFR 1954-
1958 Comp, p. 218)
Office of Personnel Management
Beverly NL Jones,
Issuance System Manager.
[FR Dc[. 7c9n4C03- Fled l-M- 45 a=j
BILLING COOE 6325-O-M

5 CFR Part 213

Excepted Service; Veterans
Administration

AGENCY. Office of Personnel
Management.
ACTION: Final rule.

SUMMARY: This authority excepts from
the competitive service 200 positions at
grades GS-3 through GS-11 of the
Veterans Administration Vletnam Era
Veterans Readjustment Counseling
Program with the provision that no one
may serve under this authority after
August 31, 1984. This exception is
granted because itis impracticable to
examine for these positions.
EFFECTIVE DATE: August 7,1979.
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FOR FURTHER INFORMATION CONTACT:

On position authority: William Bobling,
Office of Personnel Management, 202-632-
4533

On position c6tenb Dr. Don Crawford,"
Veterans Administration, 202-389-3317

Office of Personnel Management.
Beverly M. Jones,
Issuance System Manager.

Accordingly, 5 CFR 213.3127(d) is
added as set out below:

§ 213.3127 Veterans Administration.

(d) Not to exceed 200 positions at
grades GS-:-3 through GS-11, involved in
the Veterans Administration Vietnam
Era Veterans Readjustment Counseling
Program. No one may serve under this
authority after August 31, 1984.-

(5 U.S.C. 3301, 3302; EQ 10577, 3 CFR 1954-
1958 Comp., p. 218) .
(FR Doe. 79-34001 Filed 11-1-79; 8:45 am]

BILLING CODE 6325-01-M

5 CFR Part 315

Career and Career-Conditional
Employment

AGENCY: Office of Personnel
Management.
ACTION: Final rule.

SUMMARY: This document renumbers-the
sections of OPM regulations on
conversion from other types of
employment to career or career--
conditional employment. This revision is
an editorial change only and will
facilitate the use, expansion, and
printing of these regulations,.

EFFECTIVE DATE: November 2, 1979.
FOR FURTHER INFORMATION CONTACT.
Beverly M. Jones 202-254-7086.
SUPPLEMENTARY INFORMATION: 5 CFR
Part 315, Subpart G, contains regulations
on conversion to career or career-
conditional employment from other
types of employment. In the past, each
time a new category of "other" types of
employment has been added to this
subpart, a section with a letter
designation was inserted (e.g.,
§ 315.703b, .§ 315.703c), rather than a
new number..

In order to make this subpart easier to
read and reference, as well as to -
accommodate a new typesetting system
used for the Federal Register/Code of
Federal Regulations; the Office of "
Personnel Management is redesignating
the section 'numbers in-this subpart to
eliminate lettet designations.-

Office of Personnel Management.
Beverly M. Jones,
Issuance System Manager.

Accordingly, the Office 6f Personnel
Management is revising-the Table of
Sections and the secti6n headings for
Subpart G of 5 CFR Part 315 to read as
follows:

Subpart G-Converslon To Career or
Career-Conditional Employment From
Other Types of Employment

Old section New section

Incumbents of positions brought
Into the competitive service--. 315.701

Employees serving without
competitive examination In rare
cases ..; .... -3..15.702

Employees formerly reached on a ,
register__ _ -.. 315.703

Conversion to career employment
from indefinite or temporary
employment .. '315.703a

Employees serving under
transitional or veterans
readjustnient appointments _. . 315.703b

Certain nonpermanent employees
of the Department of Energy- 315.703c

Disabled veterans .- ---- 315.703d
Conversion based on service as a

Presidential management Intern...
Mentally relarded and severely

physically handicapped
employees serving under
schedule A appo°ntments.
[Reserved]

Disqualifications-_...... 315.704,

Authority: 5 U.S.C. 1302, 3301, 3302; E.O.
10577, 3 CFR, 1954-1958 Comp., p.218'
[FR Doc. 79-34006 Fded 11-1-79; 8:45 am)

BILLING CODE 6325-011

5 CFR Part 315

Career and Career-Conditional
Employment

AGENCY: Office of Personnel
Management
ACTION: Final rulemaking.

SUMMARY: The Office of Personnel--
Management is revising its regulations
to provide for the noncompetitive

-conversion to career or career-
conditional appointment of Presidential
Management Interns appointed under
Executive Order 12008, "Presidential
Management Intern Program."
EFFECTIVE DATE: December 3, 1979.
FOR FURTHER INFORMATION CONTACT:
Maribeth-Zankowski, Office of'Policy
Analysis and Development, Staffig
Services, (202) 632-6817.
SUPPLEMENTARY INFORMATION: On April
24, 1979, the Office of Personnel
Managbment published'proposed
regulations'which provide for the
noncompetitive conversion to careeror
career-conditional appointment of
Presidential Management Interns ahd

invited comments from the public (44 FR
24080). Since comments were favorable
and no recommendations for change
were proposed, the Office has not
mollified Its final regulation as set out
below except to renumber the section
for editorial purposes.
Office of Personnel Management,
Beverly M. Jones,
Issuance System Manager.

Accordingly, the Office of Personel
Management is-revising 5 CFR Part 315
by adding a new § 315.708 to read as

-follows: .'

§ 315.708 Conversion based on service as
315.701 a Presidential Management Intern.

An agency may convert
315.702 noncompetitively to career or career-
315.703 ,conditional employment, a Presidential

Management Intern who:

315.704 (a) has satisfactorily completed a 2-
year Presidential Management

318.705 internship at the time of conversion:(b) is recommended for conversion
315.706 within 90 calendar days before
315.707 completion of the internship; and

' 316.708 (c) meets the citizenship requirement.

E.O. 12008,42 FR 43373, 3 CFR 1977 COMP,
[FR Doc. 79-34005 Filed 11-1-79; 8:45 am)

315.709- BILLING CODE 6325-01-M
315.725

5 CFR Part 733

Political Participation by U.S.
Government Employees in Local
Elections In Stafford County

AGENCY: Office of Personnel
Management.
ACTION: Final rule,

SUMMARY: In response to a request from
a Federally employed resident of
Stafford County, Virginia, OPM is
designating that county as one where
Government employees may participate
in local elections subject to the
limitations established by OPM
pursuant to the authority of the Hatch
Act.
EFFECTIVE DATE: November 2, 1979.
FOR FURTHER INFORMATION CONTACT:
Ann Wilson, Office of the General
Counsel, Office of Personnel
Management, 1900 E Street, N.W.,
Washington, D.C. 20415, (202) 632-5524,
SUPPLEMENTARY INFORMATION: On

-August 14, 1979, OPM published a
proposed rule (44 FR 47543) to grant
Federal Government employee6 a partial
exemption from the political activity
restrictions of the Hatch Act, 5 U.S.C,
7321 et seq. OPM has received only one
comment on the proposed rule.
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A resident of Stafford County has
complained that the proposed
exemption is unfair because it would
allow Federal employees to participate
only as or on behalf of independent
candidates. This resident contends that
it is arbitrary and unreasonable to grant
an exemption solely for nonpartisan
participation while denying both
political parties access to a large,
rapidly increasing Federal employee
population and denying Federal
employees complete freedom of choice.

OPM previously has heard and
answered the foregoing objection. In
Committee for Montgomery County,
Maryand, et a., v. Adolsek, et al., 249 F.
Supp. 1009 (D.Md. 1968), the Court Ifeld
that the Hatch Act exemption
regulations were not unreasonable-,
arbitrary, or capricious. OPM maintains
its position that the exemption
regulations are consistent with the
policy of the Hatch Act prohibiting
partisan political activities. OPM
believes that changes to this policy can
most appropriately be made through
Congressional revision of the Hatch Act.

5 U.S.C. § 553(d](1] provides: "The
required publication or service of a
substantive rule shall be made not less
than 30 days before its effective date,
except a substantive rule which grants
or recognizes an exemption or relieves a
restriction." The Director of OPM has
determined that the Hatch Act
exemption does not require a notice
period before its effective date and that
no public interest is served by delaying
the effective date. Therefore, the Hatch

- Act exemption for Stafford County will
become effective immediately.

OPM hereby revises 5 C.F.R 733.124(b)
by adding Stafford County to the
designated Virginia localities with
Hatch Act exemptions, to be listed after
Prince William County and before
Vienna.
Office of Personnel ManapemenL
Beverly M. Jones,
Issuance System Manager.
[FR Do. 79-34009 Filed 11-1-79; 8:45 am]

BILLING CODE 6323-01-M

DEPARTMENT OF AGRICULTURE

Agricultural Stabilization and
Conservation Service

7 CFR Part 724

Termination of Marketing Quotas for
1979--Crop Cigar-Binder Tobacco

AGENCY: Agricultural Stabiilization and
Conservation Service, USDA.
ACTION: Final rule.

SUMMARY: This rule terminates existing
farm marketing quotas for cigar-binder
(types 51 & 52) tobacco for the 1979-0
marketing year and is intended to
increise the supplies of cigar-binder
tobacco which are free of marketing
restrictions.
EFFECTIVE DATE: November 2,1979.
FOR FURTHER INFORMATION CONTACT.
Robert L Tarczy, Price Support and
Loan Division, ASCS, USDA. 3754 South
Building, P.O. Box 2415, Washington,
D.C. 20013. (202] 447-0733.
SUPPLEMENTARY INFORMATION: Notice
that an investigation would be made to
determine whether the operation of
quotas would cause a short supply of
cigar-binder tobacco, and, if such fact
were found, published in the Federal
Register on June 19, 1979 (44 FR 35230).
The public was given an opportunity to
be heard and to submit data, views, and
recommendations pertaining to the
investigation and what actions, if any,
should be taken.

Discussion of Comments
During the cigar binder termination

comment period, one written response
was received. It stated that the present
supply-demand situation warrants
termination of marketing quotas for the
1979-80 marketing year.

On the basis of the investigation
which has been made, it has been found
and determined that the operation of
farm marketing quotas on cigar-binder
(types 51 & 52) tobacco for the 1979-80
marketing year will cause the amount of
such tobacco which is free of marketing
restrictions tdibe less than the normal
supply of auch kind of tobacco and that
farm marketing quotas on such kind of
tobacco for the 1979-80 marketing year
should be terminated.

The latest available statistics of the
Federal Government have been used In
making these determinations.

Final Rule
Accordingly, 7 CFR 724.36 and the

centerhead which precedes it are
revised to read as follows effective with
respect to the 1979 crop of cigar-binder
(types 51 & 52) tobacco. The material
previously appearing in this section
under centerhead, "Termination of
Quotas-1978-79 Marketing Year"
remains in full force and effect as to the
crop to which it wasapplicable.
Termination of Quotas, 1979-80
Marketing Year

§ 724.36 Cigar-binder (types 51 & 52)
tobacco.

It has been found and determined that
operation of farm marketing quotas in
effect on cigar-binder (types 51 & 52)

tobacco for the 1979-80 marketing year
will cause the amount of such kind of
tobacco which is free of marketing
restrictions to be less than the normal
supply of such kind of tobacco for the
1979-80 marketing year. Therefore,
marketing quotas for such kind of
tobacco for the 1979-0 marketing year
are hereby terminated.
(Secs. 371, 375, 52 Stat. 64. as amended. 66, as
amended:- 7 U.S.C. 1371,1375).

Since producers of cigar-binder
tobacco are preparing to harvest their
1979 crop and need to know the
provisions of this rule immediately, it is
essential that this rule be made effective
as soon as possible.

This final rule has been reviewed
under the USDA criteria established to
implement Executive Order 12044.
"Improving Government Regulations' A
determination has been made that this
action should not be classified
"significant" under those criteria. A
Final Impact Statement is available from
Robert L Tarczy, Price Support and
Loan Division. ASCS, USDA, 3741 South
Building, P.O. Box 2415, Washington,
D.C. 20013. (202] 447-3391.

Signed at Washington. D.C. on October 26,
1979.
Ray Fitzgerald,
Administrator Agricultural Stabilizaton and
Conservation Service.
[FR Doc. c79-=Olf red 11-1-;m, 635 a=]
BILLG CODE 3410-W-M

Agricultural Marketing Service

7 CFR Part 910

[Lemon Regulation 224]

Lemons Grown In California and
Arizona; Limitation of Handling

AGENCY: Agricultural Marketing Service,
USDA.
ACTION: Final rule.

SUMMARl: This regulation establishes
the quantity of fresh California-Arizona
lemons that may be shipped to market
during the period November 4-10,1979.
Such action is needed to provide for
orderly marketing of fresh lemons for
this period due to the marketing ,
situation confronting the lemon industry.
EFFECTIVE DATE: November 4,1979.
FOR FURTHER INFORMATION CONTACT:.
Malvin E. McGaha, 202-447--5975.
SUPPLEMENTARY INFORMATION: Findongs.
This regulation is issued under the
marketing agreement, as amended, and
Order No. 910, as amended (7 CFR Part
910), regulating the handling of lemons
grown in California and Arizona. The
agreement and order are effective under

63081
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the Agricultural Marketing Agreement
Act of 1937, as amended (7 U.S.C. 601-
674). The action is based upon the "
recommendations and information
submitted by the LemonAdministrative
Committee, and upon other information.-
It is hereby found that this'action will
tend to effectuate the declared policy of
the act. 1 1 - "

The committee met on October 30,
1979, to consider supply and market
conditions and other factors affecting
the need for regulation and ,
recommended a quantity of lemons*
deemed advisable to be handled during
the specified week. The committee
reports the demand for lemons is
sonlwhat easier.

It is further found that it is
impracticable and contrary to the public
interest to give prelininary notice,
engage in public rulemaking; and
postpone the effective date until'
December 3, 1979 (5 U.S.C. 553], because
of insufficient time between the date
when information became available
upon which thig regulti6fi'is basedand
the effective date-neceisiary to . -
effectuate the'declared policy of the act.-
Interested persons were gfoen an- '
opportunity to sub'mit'iifoimation and
views on the regflatioi At an open
meeting. It is 'necessary to effectuate the
declared purposes of the act to-make
these'regulatory provisions effective as
specified, and handlers have been
apprised of such provisions and the
effective time.

Further, in accordance with
procedures in ExecutiveOrder 12044,
the emergency nature. of this regulation
warrants publication without'
opportunity for further public comment.
The regulation has not beep classified
significant under USDA criteria for
implementing the Executive Order. An
Impact Analysis is available from
Malvin E, McGaha, '202-447-5975.
§ 910.524 Lemon Regulation 224.

Order. (a) The quantity of lemons
grown in California and AiZona which
may be handled during the period
November 4, 1979, through November 10,
1979, is established at 200,000 cartons..

(b) As used in this section, "handled"
and "carton(s)" mean the same as
defined in the marketing order.
(Secs, 1-19, 48 tat. 31, as amended; 7 U.S.C.
601-674)

Dated: October 31, 1979. -

Charles R. Brader, - ,
Director, Fruit and Vegetable Diyision,
Agricultural MarketingService

[FR Doc. 79-34140 Filed 11-1-79; 8:45 am" " -

BILLING CODE 341002-41 A

7 CFR Part 959

Onions Grown in South Texas;
Expenses-and Rate of Assessment.

AGENCY: Agricultural Marketing Sxvlde,'
USDA. "

ACTION: Final rule. ,

SUMMARY: This regulation authorizes'
expenses for the functioning of the
South Texas Onion Committee. It will
enable the committee to collect 11
assessments from first handlers on all
assessable onions and to use the
resulting funds for its expenses.
EFFECTIVE DATES: During fiscal period
ending July 31, 1980;
FOR FURTHER INFORMATION CONTACT:,.
Donald S. Kuryloski (202) 447-6393.
SUPPLEMENTARY INFORMATION: Findings.
Pursuant to Marketing Order No, 959, as
amended (7 CFR Part 959), regulatingthe
handling of onions grownin South. r
Texas, effective under the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674), and upon
the basis of the recommendations and.
information subriitted by t he committee,
established under the marketing order,
and upon other information, it is found
that the expenses and rate of,,
assessment, as hereinafter provided,
will tend to effectuate the declared
policy of the act.

It is further found that it is
impracticable and contray to the public
interest to provide 60 days for interested
persons to file comments, engage in
public rulemaking procedure, and that
good cause exists for not postponing the
effectiye date until 30 days after ,
publication (5 U.S.C. 553), as the order
requires that the rate of assessment for
a particular fiscal period shall apply to,
all assessable onions handled from the
beginning of such period. Handlers and
other-interested persons were given hn
opportunity to submit information and
views on the expenses and assessment
rate at an open-meeting of the , , , -
committee. To effectuate the declared,
purposes of the act it is necessary jo -

make these provisions effective as.
specified.

The budget and rate of assessment
has not been determined significanit
under USDA criteria for implementing
Executive Order 12044.

7 CFR Part 959 is hereby amended to
&dd a new § 959.220 as follows:

§ 959.220 Expenses and rate of
assessment.

(a) The reasonable expenses that are
likely to be incurred during the fiscal .
period ending July 31,1980, by, the South
Texas Onion Committee for its
maintenance:and functioning and for'

such other purposes as the Secretary
may determine to be appropriate will '
amount to $137,866.

(b) The rate of assessment to be paid
by each handler in accordance with this,
part shall be two cents ($0.02) per 50- ,..
pound container or equivalent quAptity,
of onions handled by him as the first
handler thereof during the fiscal period,.

(c) Unexpended income in excess of
expenses for the fiscal period may be
carried over as, a reserve.

(d) Terms used in this section have
the same meaning as when used In the
-marketing agreement and this part.
(Secs. 1-19, 48 Stat. 31, as amendedi (7 US.C.
601-674)

Dated:' October 29, 1979.
Charles R. Brader,
Director, Fruit and Vegetable Division,
Agricultural Marketing Service.
[FR DOeC. 79-33958 Filed 11-1-79: 8:45 amj
BILLING CODE 3410-02-M

Animal and Plant Health' Inspection

Service

9 CFR Part 92

Importation of Certain Animals and
Poultry and Certain Animal and Poultry
Products; Inspection and Other
Requirements forCertaln Means of
Conveyance and Shipping Containers
Thereon; Harry S Truman Animal
Import Center

AGENCY: Animal and Plant Health
Inspection Service USDA.
ACTION: Final rule,

SUMMARY: This document establishes a
specific date for receipt of applications
for special permits to be drawn on a
lottery basis for the allotment of
quarantine space for the second group of
cattle to be imported through the Harry
S Truman Animal Import Center. This
action is being taken because of the
necessity to coordinate and allocate
personnel and resources for the
operation of the Harry S Truman Animal
Import Center during a given quarantine
period and to maximize the utilization of
the Center. The intended effect of this
action is to obtain applications for
special permits to import cattle through
the Harry S Truman Animal Import
Center as soon as possible.
EFFECTIVE DATE: October 30, 1979.
FOR FURTHER INFORMATION CONTACT.
Dr. D. E. Herrick, USDA, APHIS, VS.
Federal Building, Room 815, Hyattsville,
Md. 20782, 301-436-8170.
SUPPLEMENTARY INFORMATION: On
August 19, 1977, (42 FR 4184B-41849)
procedures were established for
awarding special import permits to6
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prospective importers of cattle from
countries affected with foot-and-mouth
disease (FMD). Included in these
procedures were provisions to notify the
public at least 90 days before a public
drawing is held and to ensure receipt of
completed applications for special
permits by Veterinary Services at least
15 days prior to the announced date of
the drawing.

Delays in construction have caused
the Department to delay the first
shipment which will initiate the
operation of the facility. The
Department now anticipates the first
shipment will enter quarantine at the
Import Center about January 1,1980. The
first shipment of animals would be in
quarantine for five months at the Import
Center. A period of 30 days for cleaning
and disinfecting the center is necessary
before another group of animals can
enter the Import Center. Consequently,
the second group of animals could not
enter the Import Center before June 1,
1980. Section 92.41(a)(2) of the '
regulations requires that the drawing for
special permits for animals to be
imported into the Import Center be held
at least six months before their
proposed date of entry into the center.
Consequently, the drawing for the
second group of animals must be held
by January 1,1980, in order that the
Import Center be fully utilized. In other
words, in order to insure. that the second
group of animals can enter the Import
Center as soon as possible after the first
group of animals have left the Import
Center, the drawing must be held as
close to January 1,1980, as possible.
However, as noted above, the
regulations also provide that 90 days
notice be afforded to potential
applicants for special permits prior to
the date of the drawing for permits (9
CFR 92.41(a)(1]]. Consequently, if the
drawing were to be held on or about
January 1,1980, notice had to be given
by October 1, 1979, obviously this is not
possible. Consequently, the Department
has determined to reduce the notice
period to approximately 70 days for the
second quarantine period from the 90
day period. This should still provide
adequate notice to persons who wish to
apply for a special permit. Therefore, the
drawing is scheduled for January 28,
1980, and then applications would be
due by January 11,1980.

The costs associated with the
operation of the Fleming Key facility to
be borne by the importers using this
facility will vary in accordance with the
actual number of animals utilizing the
facility. At the present time, the
Department estimates that the cost to
each importer will be approximately'

$4,571 per animal if the facility Is fully
utilized, that such costs will necessarily
increase if the facility is not fully
utilized, and that such increase will be
in proportion to the number of animals
actually utilizing the facility. In this
connection, the Department will engage
in rulemaking regarding the costs in the
near future.

Accordingly, Part 92, Title 9, Code of
Federal Regulations, is amended in the
following respect-

In § 92.41, paragraph (a](1), the second
sentence is amended to read:

§ 92.41 Requirements for the Importation
of animals Into the United States through
the Harry S Truman Animal Import Center.

(a] * * *
(1) * * * Each applicant shall

complete an application for importing
animals into this amimal import center
at least 15 days prior to the date of the
drawing,- Provided, That for the second
drawing on January 28,1980,
applications must be received by
Veterinary Services on or before
January 11, 1980, to be
considered. * * *
(Sec. 2,32 StaL 792 as amended; sec. 1, 84
StaL 202 (21 U.S.C. 111, and 135); 37 FR 28404.
28477; 38 FR 19141.)

The amendment revises the notice
provisions relating to the issuance of
special permits for quarantine of cattle
at the Harry S Truman Animal Import
Center and is essential in order to allow
the Department to better coordinate and
allocate personnel and materials to the
facility and to provide maximum
utilization of the facility. The
amendment is of an emergency nature
and must be placed in effect
immediately in order to serve the
purpose intended.

Therefore, pursuant to the
administrative procedure provisions in 5
U.S.C. 553, it is found upon good cause
that notice and other public procedure
with respect to this final rule are
impracticable and contrary to the public
interest and good cause is found for
making this final rule effective less than
30 days after publication of this
document in the Federal Register.

Further, this final rule has not been
designated as "significant" and is being
published in accordance with the
emergency procedures in Executive
Order 12044 and Secretary's
Memorandum 1955. It has been
determined by Dr. M. J. Tillery, Director,
National Program Planning Staffs,

** Application forms may be obtained upon
request from the Deputy Administrator. Veteinar
Services. Animal and Plant Health Inspection
Service. U.S. Department of Agriculture, Hyattsvlle,
M% D 20782.

Veterinary Services, Animal and Plant
Health Inspection Service, that the
emergency nature of this final rule
warrants publication without
opportunity for public comment and
preparation of an impact analysis
statement at this time.

This final rule will be scheduled for
review under provisions of Executive
Order2044 and Secretary's
Memorandum 1955.

Done at Washington, D.C.. this 30th day of
October 1979.
Pierre A. Chaloux,
DeputyAdmihdstrator, VeterlnaryServices.
IMX Doc- 7901 Filed 11-1-7t Us3 am]a
0IWJH. CODE 3410-34-M

9 CFR Part 113

Standard Requirements; Miscellaneous
Amendments; Correction

In FR Doc. 79-31434 appearing at page
58897 in the Issue of Friday October 12,
1979, the following change should be
made:

On page 58899, second column, in
"(2)", sixteenth line, "conforming"
should read "confirming".
BILUNO CODE 1505.01-M

NUCLEAR REGULATORY

COMMISSION.

10 CFR Part 71

Packaging of Radioactive Material for
Transport and Transportation of
Radioactive Material Under Certain
Conditions; Shipment In Accordance
With Department of Transportation
Regulations

AOENCY: U.S. Nuclear Regulatory
Commission.
ACTION: Effective rule.

SUMMARr. The U.S. Nuclear Regulatory
Commission (NRC] is amending its
regulations for packaging and
transportation of radioactive material.
The amendments would require all
shipments of radioactive materials made
by NRC licensees, other than shipments
subject to the regulations of the U.S.
Postal Service, to be made in
accordance with the regulations of the
U.S. Department of Transportation. The
regulations are being amended to allow
the NRC to inspect the activities of its
licensees involved with shipment of
radioactive materials.
EFFECTIVE DATE: December 3,1979.
FOR FURTHER INFORMATION CONTACT.
Ralph J. Jones, Office of Standards
Development, U.S. Nuclear Regulatory
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Commission, Washington, D.C. 20555
[(301)-443-59491.
SUPPLEMENTARY INFORMATION: An
Increased number of shipments are
being made each year of low specific
activity materials and of type.Aai
quantities of radioactive materials. This
trend is expected to continue in the
future. Recently, there has also been a
growing number of incidents involving
the shipment of these materials. The
basic cause of many transportation
incidents can be attributed to the use of
defective shippifig containers or to
improper loading and preparation of
packages for shipment. After consulting
with the U.S. Department of
Transportation, the U.S. Nuclear
Regulatory Commission has determined
that there is a need to further assure that
these shipments are being conducted in
accordance with Federal regulations.
Therefore, the NRC is amending 10 CFR

,Part 71 to require that all shipments of
licensed material, except those
shipments subject to the regulations of
the U.S. Postal Service, be made in
accordance with the regulations of the
U.S. Department of Transportation. -This
change to the regulations which will not
alter any substantive requirements will,
permit the NRC to inspect the activities
of its licensees in this area and to take
enforcement actions if warranted.

The Nuclear Regulatory Commission
has overlapping authority with the
Department of Transportation to
regulate the transportation of
radioactive materials. Because of the
numerous transportation incidents that
have occurred involving low: specific
activity and type A quantities of
radioactive materials, a need exists for
additional inspection and enforcement
efforts to more fully assure that these
shipments are made in accordance with
Federal regulations. Augmenting the
inspection and enforcement efforts of
the Department of Transportation with
those of the Nuclear Regulatory
Commission will further assure that
applicable Federal regulations are
observed with respect to packaging and
shipment of low specific activity and
type A quantities of radioactive
materials. In view of the foregoing and
of the importance'from the standpoint of
the public health and safety of assuring
that NRC licensees are in compliance-
with Federal regulations applicable to
the packaging and shipment of
radioactive material, the Commission
has found that there is immediate need
to increase the level of its inspection
and enforcement activities in this area,
that this change relates primarily to
matters of Commission practice and
procedures, and therefore, good cause

exists for omitting notice of proposed
rulemaking and public procedure
thereon as contrary to the public
interest. The amendments will become
effective December 3, 1979.

Pursuant to the Atomic Energy Act of
1954, as amended, the Energy
Reorganization Actof 1974, as amended,
and Sections 552 and 553 of Title 5 of the
United States Code, the following
amendment to Title 10, Chapter I, Code
of Federal Regulations, Part 71, is .
published as a document subject to i
codification.

1. In § 71.1, paragraph (a) is revised to
read as follows:

§ 71.1 Purpose.
(a) This part establishes requirements

for transportation ane forpreparation
for shipment of licensedmaterial and
prescribes'procedures and btandards for
approval by the Nuclear Regulatory
Commission of packaging and shipping
procedures for licensed materials and
prescribes certain requirements
governing such packaging and shipping.

2. In § 71.5, paragraphs (a) and (c) are
revised to read as follows:

§ 71.5 Transportation of licensed material.

(a) No licensee shall transport any
licensed material outside of the confines
-of his plant or other place of use, or -
deliver any licensed material to a carrier
for transport, unless the licensee
complies with the applicable
requirementsto the regulations
appropriate to the mode of transport, of
the Department of Transportation in 49
CFR Parts 170-189, and the U.S. Postal
Service in 39 CFR Parts 14 and 15
insofar as such regulations relate to the
packaging of byproduct, source, or
special nuclear material, marking and
labeling of the packages, loading and
storage of.packages, placarding of the
transportation vehicle, monitoring
requirements and accident reporting.

(c) -Paragraph (a) of this section shall
not apply to the transportation of
licensed material, or to the delivery of
licensed material to a carrier for
transport, where such transportation is
subject to the regulations of the U.S.
Postal Service.

3. In § 71.7, paragraph (a) and the
prefatory language of paragraph (b) are
revised to read as follows:

§71.7 Exemption for certain quantities.
(a) A licensee is exempt from all the

requirements of this part to the extent
that he delivers to a carrier for transport
packages each of which contains no
licensed material having a specific

activity in excess of 0.002 microcurlo/
gram.

(b) Except for the requirements
specified in § 71.5, a licensee is exempt
from all the requirements of this part to
the extent he delivers to a carrier for
transport packages subject to the
regulations of the Department of
Transportation in 49 CFR Parts 170-109
or the U.S. Postal Service in 39 CFR
Parts 14 and 15, each of which contains
no more'than a Type A Quantity of
radioactive material, as defined In
§ 71.4(q), which may include one of the
following:

(Secs. 53, 63, 81, 161, b, 1, o, Pub. L. 83-703, 08
Stat. 930, 933, 935, 948, as amended (42 U.S.C.
2073, 2093, 2111, 2201); Sec. 201, Pub. L, 93-
438, 88 Stat. 1242, as amended (42 U.S.C.
5841))-
- Dated t Washington, D.C. this 29th day of
October, 1979.

For the U.S. Nuclear Regulatory
Commission.
Samuel J. Chilk,
Secretary of the Commission.
[FR Doc. 79-33883 Filed 11-1-9 8:45 amJ

BILLING CODE 7590-01-M

DEPARTMENT OF THE TREASURY

Comptroller of the Currency

'12 CFR Part 27

Fair Housing Home Loan Data System

AGENCY: Comptroller of the Currency.
ACTION: Final rule.

SUMMARY: The Office of the Comptroller
of the Currency is issuing a regulation
designed to provide a basis for a more
effective fair housing monitoring
program for home loans. The regulation
establishes new recordkeeping
requirements and a data collection
system for monitoring national bank
compliance with the Fair Housing Act
(TitleVIII of the Civil Rights Act of
1968), 42 U.S.C. 3601 et seq., and the
Equal Credit Opportunity Act, 15 U,S.C.
1691 etlsqq. In addition, the Issuance of
this fair housing regulation will assist In
the implementation of certain parts of
the settlement reached in "National
Urban League et al:v. Office of the
Comptroller of the Currency et al." The
burdens imposed on national banks
under this final regulation are
-significantly less than the burdens
which would have been created under
the proposed regulation, thus reducing
the expense to national banks,
EFFECTIVE DATE: January 1, 1980.
FOR FURTHER INFORMATION CONTACT:
-Patrick Marr, Senior Compliance Fair
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Lending Examimation Specialist or
Coreen Arnold, Senior Compliance
Examiner-Fair Lending, Office of the
Comptroller of the'Currency,
Washington, D.C. 20219, (202) 447-1600.
SUPPLEMENTARY INFORMATION: On April
3,1979, the Comptroller of the Currency

published for comment (44 FR 22396) a
proposed regulation and guideline in
furtherance of its responsibility to
monitor and enforce national bank
compliance with the provisions of the
Federal fair housing and lending laws.
In response to theproposed regulation,
144 written comments were received
from national banks and bank holding
companies, trade associations, fair
housing and other public interest groups,
and several individuals. All continents
were reviewed and analyzed in detail
insofar as they-related to matters within
the scope of the proposed regulation. In
addition, written comments were
obtained in he course of several
meetings held withgroups of bankers
representing a'variety of types of banks
and regions:of the country. Many of the
comments aidedin directing the
attention of this Office to requirements
of the proposed regulation which were
particularly burdensome or
insufficiently.related to the goal of
providing a fairly administered, cost-
effective fairhousing monitoring system.

The proposed regulation would have
required all national banks to:

(1) Maintain and retain a Fair Housing
Inquiry/Application Log ("Log") on in-
person inquires and applications for
home loans;

(2] Retain certain data collected in
connection with an application for a
home loan; and

(3) Submit to the Comptroller, on a
form to be supplied, information
retained under (2) for statistical analysis
prior to a scheduled examination.

In response to many of the
suggestions, three major changes have
been adopted:

(1) Elimination of the Log maintenance
and retention as a general requirement.
The Log, however, has been retained in
the regulation for use on a case by case
basis to monitor the inquiry -and
application pattern of a bank where the
Comptroller has cause -to believe that
the bank is not in compliance with the
fair housing laws. In light of this change.
the scope of the Log has been enlarged
to provide -the Comptroller with a better

- method to detect the presence or
absence of discrimination.

(2) Exclusion of certaim categories of
loans from the recordkeeping'and data
submission provisions; ie., home
improvements, mobile homes that are

not permanently affixed to land, and
vacant land.

{3) Establishment of a sinple,
substitute requlrement for banks which
receive fifty or more home loan
applications a year. In place of The Log,
such banks shall record and maintain
monthly information on the volume of
home loan activity andmake this data
available to the Comptroller onrequest.

The "'guideline", originally published
as an explanatory adjunct to the
proposed regulation, has been
eliminated from the final version. It has
been replaced by more specific
provisions in the final regulation.
Additional guidance will be
incorporated into the instructions and
explanatory material which will be sent
to each bank along with copies of the
forms which are in'the Appendix to the
final regulation.

Many of the issues raised by the
comments, and their resolution in the
final regulation, are discussed below.
Discussion of Comments

Scope
At least half of the comments

addressed the scope of the regulation.
particularly in relation to The inclusion
of mobile home loans and home
improvement loans. '

With few exceptions, the banks and
trade organizations objected to the
inclusion of those loans within the data
collection system, and noted the
substantial burden that would result
from the inconsistency between the type
of records required under the
recordkeeping requirements proposed in
§ 27.3 (b) and (c] and the type of
information generally collected for
mobile home and home improvement
loans. In addition, many comments
pointed out that home improvement and
mobile home loans are generally treated
by banks as consumer loans, which do
not require the extensive financial
disclosures or monitoring information
required for real estateloans in § 202.13
of Regulation B of the Federal Reserve
Board, 12 CFR 202.13.

On the other hand, nearly all of the
civil rights and fair housing groups,
together with a few of the banks, urged
the inclusion of all home improvement
loans, rather than only home
improvement loans secured by a first
lien, as proposed. They ar gued that the
Fair Housing Act of 1968 includes all
housing-related activity and that
discrimination occurs in -he extension of
credit for home improvement loans
regardless of the type of security or
status of the junior lien.

The principal purpose of the
regulation is to provide for the collection

and retention of information necessary
to establish a valid statistical analysis
of a bank's home'lendirig'decisions
without placing an-undue burdenupon
the banks. Thus, the scope of the
analysis should be limited to the types
of loans which can be effectively
analyzed.

The Comptroller has concludedthat
inclusion of home improvement and
mobile home loans is unfeasible because
there is no consistency among banks in
methods or techniques for granting
credit in the general consumer area. On
the other hand, statistical analysis is
possible in residential real estate
because of the highly standardized
underwriting practices used in making
those loans. Therefore, the final
regulation eliminates all home
improvement and mobile home loans
(except a loan which is made in reliance
upon the security of a mobile home and
the parcel of land to which Itis
permanently affixed) from its coverage.

Nearly all of the civil rights groups"
comments and a few of the bank
comments questioned the exclusion of
Federal Housing Administration (FHA)
and Veterans Administration IVA)
insured loans from the recordkeeping
and data submission requirements.
There were two reasons for this
omission. First, the FHA and VA. rather
than the bank, generally make The
lending decisions and conduct the
appraisal on loans which they insure or
guarantee. Secondly, the relevant data
on FHA insured loans is already
collected by FHIA. and is available for
analysis should the Comptroller decide
to review lending decisions on FHA
mortgages extended by national banks.

The -use of electronic data processing
to analyze loan decisions [including
rates and terms) is anew and
developing process. The Comptroller,
therefore, has limited the scope of the
regulation to those types ofloans which
our research and public comment
indicate can be effectively analyzed.
However, the Comptroller will regularly
review the efficiency and effectiveness
of these requirements. as well as The
value of statistical analysis through the
use of electronic data processing. to
determine whether the regulatory scope
should be reexamined in the future.

Definition of "Application"
A number of comments questioned the

proposed definition of "application" in
§ 27.2(b). This definition comes directly
from § 202.2[f) of Regulation B. 12 CFR
202.2(n). The comments, however
underscored the confusion that exists
among some banks about the meaning of
this term, particularly n relation to oral
applications. Therefore, the definition of
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application will be amplified in the,
explanatory material which will be sent
to each bank along with the regulation,
forms, and instructions.

Conventional Credit

Section 2722(e)'ofthe proposed
regulation contained a definition of
conventional credit. In response. to the
many comments, this definition has
been eliminated and replaced by a
definitiori Of "real estate loan", which,
consistent with the Comptroller's
definition of real estate loan'in 12 CFR
Part 7, excludes any loan in which a
lender places substantial reliance on thd
insurance or guarantees of a government
agency.,

Dwelling.
Section 27.2(fl of the proposed

regulaiion defined "dwelling". A'
substantial number of comments were
received regarding the inappropriate
inclusion of vacant land within the -

scope of this regulation and within the
definition of "dwelling". Since the
definition of "residential real property"
in § 202.13(a)(2) of Regulation B has
been interpreted not to include vacant
land, and because the underwriting
standards for vacant land are not
generally consistent with those for
improved land, vacant land has been
eliminated from coverage under this
regulatibri.:The definition of ",dwelling"-.
has, therefore, been eliminated and
replaced by a definitioi of "residential
real property" which is consistent with

-Regulation,B, and which contains an.
explicit exclusion of vacant land.

Morethan half of ihe comments
questioned the suitability of including
mobile homes within the scope of this
deinition. Thesd comments have been.
addressed previously unde' "Scope".

Home Loan

Section 27.2(g) of the proposed
regulation defined home loan to include
loans for purchase, construction- '
permanent, or refinancing of a dwelling,
as well as home improvement loans
secured by.afirstIien ,For.the reasons
described-above under the discussion.of.
"Scope", the definition of "home loan"
no longer includes home improvement
loans. ..
, Many bankers' comments urged that
the definition of home loans be limited
only to the purchase of a dwelling, and
recommended the omission of
construction, constructionpermanent
and refiancingloans. Other bank
comment , however, noted that
construction-permanent is a common
type of mortgage m inner city lending,
and also noted that refinancing (not to
be confused with"a home .eqiity loan

which is generally a consumer loan) is
also increasing in popularity. Therefore,
the Comptroller has decided to continue
to include construction-permanent and
refinancing in the definition of home
loan because these loarriypes will
provide a more accurate picture of a I
bank's home loan activity.

Construction loans without permanent
financing were not intended to be
included in the proposed regulation and
are excluded from the scope of the final
regulation.

Inquiry-

Section 27.2(i) bf the proposed
regulation defined "inquiry" to include
in-person inquiries when they related to
a specific property. Most comments'
expressed concern about the tying of the
inquiry concept to specific'properties.
The banks felt that it would be
confusing to accurately maintain a
distinction between inquiries.which
related to a property and those which
did not. The civil rights groups, in
contrast, felt that addressing only
inquiries on specific properties was too
limited. Sincethe final regulation
requires the Log only where the'
Compiroller has cause to believe that a
'bank is not complying with the fair
housing laws, the definition of "inquiry"
has been expanded to include all
written and in-personrequests for.
information about home loans, including
re'quests for general information on rates
and terms.

-Prohibited Basis

A number of comments argued that
tlie definition .of"prohibited basis" in
Section 27:2(j) of the proposed regulation
was too narrow a construction of-the
law, and suggested that definitions used
by.various States be covered as well. In
order to avoid possible substantive,
conflicts between Regulation B, the Fair
Housing Act, and State laws, the term
"prohibited basis" will not be defined in
the regulation. All laws and regulations
which are applicable to national banks
will apply.

Inquiry/Application Log ,
• Section27.3[a} of the proposed
regulation would have requied every,
bank to maintain an Inquiry/Application
Log for home loans. Nearly every bank
and banking association that
'commented on the regulation objected to
this provision. Most commentators felt
that the burden would be excessive
considering the information to be
gained. It was also pointed out that
those banks which were presereening
illegally mighf not list the inquiries on
the Log, while banks which were not

discriminating would be unjustly
burdened by the requirement.

The Comptroller was also concerned
that under the proposed regulation
banks which have a significant volume
of home lending would have many pages
of Log forms, which would be in excess
of what an on-site examiner would
require in order to conduct a routine fair
housing examination. Significantly, the
Log was intended to be used to provide'
information to determine which banks
must submit data for computer analysis.
However, that need can be met with
basic management information which
many banks presently maintain: i.e., the
volume of home loan applications,
which is now required in the final
regulation in § 27.3(a), and'which Is far
Jess burdensome than the Log. Based on
all of these considerations, the final
regulation eliminates the Log as a
general requirement.

While the Inquiry/Application Log
will not be required of all banks, the
Comptroller may, as an enforcement
mechanism, require a bank timaintain
the Log when there Is cause to believe
that the bank may not be In compliance
with the fair housing laws, and :
particularly, where there are indications
that a bank is prescreening or otherwise
discouraging applications on a
prohibited basis. In order to reflect this
new function of the Log, the Log
requirement has been removed from
§ 27.3, Recordkeeping Requirements,
and placed in a new § 27.4, Inquiry/
Application Log. -

The-new § 27.4 contains th6 factors to
be considered by the Comptroller in
determining whether a bank shall be
required to keep a Log. Because the Log
will be limited to enforcement purposes,
certain requirements have been added
or expanded in order to increase Its
effectiveness in this regard: (1) the
definition of inquiries has been
expanded (see discussion of "inquiries",
above); (2) Government-insured home
loans (i.e., FHA, VA and FmHA) will be
included in order to'obtain a more,
complete picture of requests for home
loans; and (3) the census tract of the
subject property which will secure the
loan will also be required when the
property is located in a Standard ,
Metropolitan Statistical Area (SMSA) In
which the bank has a home officeor
branch office.

Unlike the provisions of § 27.3(a) and
§ 27.7, which set general exemptionsfor
banks which receive fewer than 50 or 75
home loan applications per year,
respectively, the enforcement provisions
of this regulation will not be subject to
any exemption. The Comptroller
specifically reserves the right to use
other corrective measures, inaddition to
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the Log,- in enforcing the provisions of
applicable fair housing laws. A bank
which has been directed to maintain the
Log must recordand maintain the
information on the form prescribed in
Appendix III.However, the Comptroller
reserves the option of directing a bank
to maintain the Log data in any manner
that -the Comptroller may deem
appropriate. Additional information may
be recorded and maintained at the
banks discretion.

Home Loan Activity: Monthly Data

In place of the Inquiry/Application
Log, each bank which receives fifty or
more home loan applications per year
will be required to maintain certain data
specified in a revised subsection 27.3(a),
Monthly Home Loan Activity. This data
will include .he monthly volume of home
loan applications received by each
decision-center, and the number of home
loans closed, withdrawn'and denied. In
order to maximize flexibility, banks may
obtain and record lhis information in a
manner compatible with their own
internal management systems. Banks
will, however, be requested prior to
examinations to submit this information
to the Comptroller in the format
specified in the regulation (set forth in
Appendix I).The purpose of this
requirement is to establish whether the
volum-e of home loan applications is
significant enough to permit statistical
analysis, andif so, to provide the
Comptroller with sufficient information
so as to enable the Comptroller to direct
the selectionofan appropriate sample.

Information Required On Application for
Home Loan

Section 27.3(b) of the proposed
regulations contained a listing of items
that must be maintained for each
application.'This particular listing of"
items -was arranged to enable those
banks utilizing the application forms of
the Federal HomeLoan Mortgage
Corporation and the'Federal National
Mortgage Association (FHLMC/FNMA)
to obtain the required information in the
least burdensome manner.

Many comments were particularly
helpful in clarifying these requirements.
Those items which received the most
comment include:

(1) Section 27.3(b)'(1) CI) and (iii) of the
proposed regulation required banks to
record "interest rate requested" and
"number of months requested" by the
applicant. Many banks commented that
this information was not generally
"requested" but more often "suggested"
by the bank. However, since these
items, regardless of how they are
obtained, are important variables in
determining an applicant's eligibility for

a loan, these items have been retained
in the final regulation.

(2) Section 27.3(b)(1)(iv) of the
proposed regulatfion requiredbanks to
record on the application the year the
house was built. A number of comments
noted that many home purchasers do
not know this information. However,
information about the age of the house is
trucial in the analysis of discriminatory
practices. Thus, the final regulation still
requires that this information be
provided,abut the requirement has been
modified to permit a bank to
approximate the date to the nearest
decade where the exact date is
unknown.

(3) Section 27.3[b)(1) (xiii) and (xiv) of
the proposed regulation defined the
components of monthly lousing
payment to include principal, interest.
insurance, real estate taxes, and
assessments for homeowner dues or
condominium fees. Since all banks
compute monthly housing payment by
including principal and interest. at a
minimum, the final regulation retains
these items. However, several comments
noted thatbanks did-or didunot include
such items as condominium fees, real
estate taxes, insurance or utilities.
Because of the lack of uniformity about
the inclusion of certain items, this
section has been revised to give etich
bank discretion as to whether it will
include any of the other fees or items in
its assessment of the monthly housing
payment. However, as stated in the
regulation, whatever practice a bank
follows in including or excluding certain
items must be followed consistently.
When a bank changes its regular
practice, such change and its effective
date should be identifiable with respect
to the bank's new policy.

(4) Section 27.3(b)(1)(xvii) of the
proposedregulation contained a
definition of net worth. A number of
comments noted that the proposed
definition was inconsistent with the
FHLMC/FNMA Form on which it was
based. The final regulation has been
revised to be consistent with the
FHLMC/FNMA Form.
Additional Information Required in the
Loan File

Section 27.3(c) of the proposed
regulation contained a Thither listing of
items, apart from that obtained on a
standard FHIMNC/FNMA application.
which were to be Tetained in the loan
file.

Two additional elements have been
incorporated into the loan file
requirements under the final regulation.
They are the "commitment date" and
the "type of mortgage." Both of these
items are important variables for a

statistical analysis of loan rates and
terms. Commitment date establishes the
date a particular rate/term applied and
mortgage type permits differentiation
between rates and terms based on
mortgage type; e.g., fixed rate, variable
rate, graduated payment, etc. The
ComptrQller does not believe that the
furnishing of these items will impose a
significant burden on a bank.

Section 27.3(c)(2] of the-proposed
regulation would have required banks to
record and maintain the census tract
data in the loan file forthose
applications in which an appraisal was
completed. In general banks and
banking organizations objected to the
requirement, while civil rights and fair -

housing groups objected to limiting the
requirement only to those properties
where an appraisal had been
undertaken. After carefulconsideration.
the Comptroller has determined not to
delete the requirement because census
tract is the only geographic unit for •
which income and racial data are
consistently and readily available to
facilitate analysis of the possible use by
lenders of racial or national origin
characteristics of a neighborhood in the
evaluation of loans. While a bank will
still be required to record census tract
information of the subject property
(where available), the Comptroller has
decided to limit the recordation and
maintenance of this data to those banks
which have a home office or branch
office in the SMSA in which the
property is located.

Although the Comptroller is not
expanding the requirement to identify
census tracts for all applications
because it is not cost-effective, a bank
that is directed to maintain the Inquiryl
Application Log, as discussed-above,
will be required to supply census tract
data on each application and inquiry if
applicable.

Section 27.3[c)[1) of the proposed
regulation, which provided for
coordinating the loan file with the Log,
has been eliminated as the Log is no
longer a general requirement.

Monitoring Information on Sex and
Race/National Origin

Many banks were troubled by the
requirement in § 27.3(b)(2) of the
proposed regulation toprovide
monitoring information on sex and race/
national origin when the applicant does
not voluntarily do so.Their primary
concern was the problem of accuracy.
i.e., the inability of The loan officer to
accurately identify the sex and/or race]
national origin 6f the applicant. It should
be emphasized, however, that the
information is not being collected for the
purpose of establishing a statistical
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count as to the racial and/or ethic -
chara6teristics of applicants for home
loans.- The regulations are designed,
rather, to reveal possible discriminatory
practices. Such discrimination which
may exist would occtir not on' the basis
of how the applicant characterizes
himself or herself, but on how the lender
perceives the applicant. For example,
some blacks of Hispanic origin may
consider themselves as Hispanic, while
to the lender, the most overwhelming
characteristic of the applicant would'
generally be his or her color.

Other comments were concerned that
charactefizing applicants by'race would
defeat all 6fforts to prevent
discrimination by callfig attention to
race. Ending discrimination does not
require people to become color blind.
The fact that a person is of a certain
color or of a particular sex is
overwhelmingly evident when a person
comes to file or inquire about an
application; however, whether a'
practice of discrimination exists cannot'
be ascertained unless the examiner has
the. information on the'applicant's race
and sex. Also, without this information
in each file, corrective action for the
class of-persons who may have been
discriminated'against cannot be
undertaken. This is the same conclusion
that the Federal Home Loan Bank Board
and the Federal Deposit Insurance
Corporation have apparently reached in
instituting similar home loan data
requirements for lending institutions
under their respective jurisdictions.-

Several comments expressed concern
that the monitoring provisions would
violate - the inquirer's or the applicant's
right to privacy, especially when an
individual has clearly demonstrated that
he or she does not wish'to have the
information supplied to the Federal
Government. Specific mention was
made of the -applicability of the Right to

,Financial Priyacy Act of 1978, 12 U.SrC.
§ 3401 et seq. However, the Act does not
purport to bar the Federal Government
from obtaining a customer's financial
records from his or her depository
institution, but merely requires that
certain procedural steps be followed. In
any event,'the collection by the
Comptroller of the sex and race/
national origin monitoring information is
exempted under the supervisory agency
provision 'of 12 U.S.C. § 3413(b), which
permits the examination by or
disclosure to any such agency of
financial records or information in the
exercise of its supervisory, regulatory, or
mohdtary'functions.

One comment also expressed the
opinion 'that the involuntary collection
of the required monitoring information

may violate an individual's
constit utional right to privacy. However,
an examination of the case law in, this
area does not support a conclusion that
an individual may'prevent the collection
of iformaion which.is ascertainable by
anyone and which is collected for the
purposes of'enforcin'g the provisions of
an anti-discrimination sthtute.

The Comptroller does, however,
recognize the concerns raised by these
comments, and has taken all possible
action to insure that in transferring
information by the mails between the
banks and the Comptroller, the
anonymity of the individuals be
preserved. •

The content of the required disclosure
has been amended to-render it identical
to that contained on the FHLMC/FNMA
Application insert ("Information for
Government Monitoring Purposes"),
which requests this information. The
final regulation also provides.that banks
which elect to use this insert will be
deemed to be in compliance with the'
disclosures required under
§ 27.3(bJ(2)(i). A bank which uses the
insert in conjunction with other home
loan application forms will also be in
compliance with § 27.3(b)(2)(i).

Submission of Data
Section 27.6 of the proposed

regulation would have required banks to
submit home loan data, to be specified,
at the Comptroller's request. In
consideration of the many comments.
that expressed concern over the
submission, particularly the nature and
form of the requested data, the final
regulation has been revised to specify
the exact data and format to be
requested. In addition, the banks will
,receive guidance in the Instructions to
the Home Loan Data Submission Form
(Appendix IV) on the ways that this
data might be obtained.
• A number of banks also commented
on the difficulty of gathering this data in
a-30-day period. It should be noted,
however, that many banks will be
completing these forms prior to storing
each file. In additidn, the regulation
provides for an extension of this 30-day
period. Since each call for data will be
done on an individual bank basis, there
will be opportunity to-extend this

- period, if necessa.y.
Finally, a few comments suggested

that an undue burden would be created
by the proposed requirement that a bank
retain the application data after a loan
is purchased. It should be noted that this
requirement is not new, but is presently
contained under the recordkeeping
provisions of § 202.12 of Regulation B, 12
CFR 202.12. Thus, the adoption of this
require m-ent in a substitute monitoring

program as authorized under 12 CFR
202.13 does not increase the burden on
national banks.

Several comments expressed concern
that the Comptroller would determine
compliance with fair housing laws and
regulations without all the data in the
file, with inexperienced personnel, and/
or would apply a national underwriting
standard to all home loan lending
decisions. This is not the case.'
Underwriting standards in one bank will
not be compared to standards In other
banks, or to a national standard derived
by the Comptroller.
. The statistical analysis will generally
be performed with the assistance of
electronic data processing. It will
compare each accept/reject decision of
a bank to that bank's own underwriting
practices, as determined from the total
sample, to identify deviations that may
be occurring on a prohibited basis. This
analysis will serve hs the basis for more
in-depth review, if appropriate, by
national bank examiners.

If deviations on a prohibited basis are
identified, the appropriate loan files will
be reviewed in the bank by a national
bank examiner to determine whether
there is evidence in the file which
explains the deviation; e.g., poor credit
report or job instability. Where,
however, te file shows no appreciable
difference in creditworthiness standards
between rejected applicants and
approved applicants with similar
characteristics, the examiner will
discuss those findings with bank
management prior to determining
whether or not theie Is noncompliance
with Regulation B, the Fair Housing Act,
or applicable State law. *

The same is true for rates and terms.
Rates and terms for each loan will be

'compared against the bank's own rate/
term standards at the time of loan
commitment, and against the pattern of
rates/terms granted for all sample loans
during that period, to determine if
deviations may be occurring on a
prohibited basis. Deviations, if any, will
be investigated in the bank by a
national bank examiner.

General Comments
A number of comments expressed

reservations about the need and
appropriateness of requiring all national
banks, regardless of their apparent level
of compliance with these laws, to solicit
and maintain all of the data specified in
the proposed regulation. They believe
that the procedures outlined In the
regulation should be applied only In
those instances where examination of
the bank has revealed some Indication
-of possible noncompliance with fair
housing laws or where the Comptroller
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has some other basis to believe that the
bank's level of compliance is subject to
-question or in need of more detailed
review. As noted above, the Comptroller
has agreed to this principle for purposes
of the Inquiry/Application Log,
determining that it would be more
appropriate to require the Log in those
instances where an examination of the
bank has revealed some indication of
noncompliance with the laws or where
the Comptroller has some other basis to
believe that a bank's level of fair
housing compliance is subject to
question or in need of more detailed
review.

However, the revised recordkeeping
and data submission requirements are
integral to an examination for
compliance with applicable laws and
are not in any way construed as
punitive. Rather, they are designed to
assist the examiner in his or her
attempts to do a full and complete fair
housing examination. It is anticipated
that the effect of the recordkeeping and
statistical analysis procedures will
include, not only more effective
monitoring of the fair housing laws, but
also a reductionin the time required of
both bankers and bank examiners
during bank examinations.

Drafting Information

The principal drafter of this document
was Zina Greene, Spe.cial Assistant for
Civil Rights, Office of Customer and
Community Programs. Legal assistance
was provided by Sharon Miyasato,
Attorney, Legal Advisory Services
Division.

In consideration of the foregoing, the
Comptroller of the Currency hereby
establishes a new Part 27 as set forth
below.

PART 27-FAIR HOUSING HOME LOAN
DATA SYSTEM

Sea
27.1 Scope.
27.2 Definitions.
27.3 Recordkeeping requirements.
27.4 Inquiry/application log.
27.5 Record retention period.
27.6' Substitute monitoring program.
27.7 Availability and submission of data.
Appendix I-Monthly Home Loan Activity

Format
Appendix I-information for Government

Monitoring Purposes-Insert.
Appendix rn-Inquiry/Application Log Sheet.
Appendix IV-Home Loan Data Submission.

Authoity: 15 U.S.C. 1691'et seq.; 12 U.S.C.
1818; 12 U.S.C.1 et seq.; 12 U.S.C. 161; 12
U.S.C. 481; 42 U.S.C.3601, et seq.; 5 U.S.C.
301;12 CFR 202.

§ 27.1 Scope.
This Part applies to the activities of

national banks and banks located in the
District of Columbia, and their
subsidiaries, which make home loans for
the purpose of purchasing, construction-
permanent financing, or refinancing of
residential real property.

§ 27.2 Definitions.
For the purpose of this Part, including

all forms and instructions Issued for use
under this Part-

(a) "Applicant" means a natural
person, including a co-applicant, who
makes an application.

(b) "Application" means an oral in-
person or written request for an
extension of credit for a home loan that
is made in accordance with procedures
established by a bank for the type of
credit requested.

(c) "Bank" means a national bank or
bank located in the District of Columbia,
and any subsidiaries of such a bank.

(d) "Completed application" means an
application in connection with which a
bank has received all the information
that it regularly obtains and considers in
evaluating the amountand type of credit
requested.

(e) "Decision center" means the place
where home loan applications are
accepted or rejected.

(f) "Home loan" means a real estate
loan for the purchase, permanent
financing for construction, or the
refinancing of residential real property
which the applicant intends to occupy
as a principal residence.

(g) "Inquirer" means a natural person
who makes an inquiry.

(h) "Inquiry" means a written or an
oral in-person request for information
about the terms of a home loan by a
natural person on his/her own behalf
which is received on a bank's premises
by any person at the bank who
customarily receives or is authorized to
receive such requests. Telephonic
communications do not constitute an
inquiry for purposes of this Part.

(i) "Real estate loan" means any loan
secured by real estate where the bank
relies upon such real estate as the
primary security for the loan. Where the
bank in its judgment relies substantially
upon other factors, such as the general
credit standing of the borrower,
guaranties, or security other than real
estate, the loan does not constitute a
real estate loan, although as a matter of
prudent banking practice It may also be
secured by real estate.

(1) A loan made in reliance upon the
security of a mobile home will not be
considered a real estate loan, although
as a prudent banking practice the
security interest Is recorded or

otherwise perfected as if the mobile
home were real estate. For purposes of
this Part, a loan made in reliance upon
the security of a mobile home and the
parcel of land to which it is permanently
affixed will be considered a real estate
loan.

(2) Where the bank relies
substantially on the insurance guaranty
of a governmental agency in making a
loan. it does not constitute a real estate
loan except for the purposes of § 27.4 of
this Part (Inquiry/Application Log).

(0) "Residential real property" means
improved real property (not vacant land)
used or intended to be used for
residential purposes, including single
family homes, dwellings for from two to
four families, and individual units of
condominiums and cooperatives.

§ 27.3 Recordkeeplng requirements.
(a) Monthly Home Loan Activity.
(1) Each bank which receives fifty or

more home loan applications a year, as
measured by the previous calendar year,
shall record and maintain for each
"decision center" the following"
information on home loan activity:

(i) Number of applications received
for each of the following: purchase;
construction-permanent; refinance.

(il) Number of loans closed for each of
the following: purchase; construction-
permanent; refinance.

(iii) Number of loans denied for each
of the following: purchase; construction-
permanent; refinance.

(iv) Number of loans withdrawn by
applicant, for each of the following:.
purchase; construction-permanent;
refinance.

(2) This information shall be updated
monthly within 10 working days after
the close of the month in a format
consistent with the bank's
recordkeeping procedures.

(3) A bank exempted under paragraph
(a)(1) of this section shall be covered by
this requirement beginning the month
following any quarter in which their
average monthly volume of home loan
applications exceeds four applications
per month. Banks which are subject to
this paragraph may discontinue keeping
this information beginning the month
following two consecutive quarters in
which their average monthly volume of
home loan applications drops to four or
fewer applications per month. A bank
which is otherwise exempted under this
paragraph may be required upoii
notification received from the
Comptroller, to record and maintain
such Information where there is cause to
believe that the bank is not in
compliance with the fair housing laws
based on prior examinations and/or has

I I I|
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substantive consumer complaints, /
among other factors.

(b) Information Required on
Applications for Home Loans.

(1) Each bank shall attempt to obtain
all of the information listed below, as
part of completed applications for home
loans:

(i) Loan Arount requested by the
applicant(s).

(ii) Interest rate requested by the
applicant(s).

(iii] Number of months requested-to
maturity by the applicant(s).

(iv) Location. Complete street address,
city, county, state and zip code of the
dwelling which will secure the loan.

(v) Number of residential units (1-4] of
the dwelling which will secure the loan.

(vi) Year built. The year in which the
dwelling which will secure the loan was
built. If the exact year is unknown.
approximate to the nearest decade.

(vii) Purpose of the loan. Purchase;
refinance; or construction-permanent.

(viii) Name and present address of
applicant(s).

(ix) A~e of applicant(s).
(x) Marital status of applicant(s) using

the categories married, unmarried and
separated.

(xi) Number of years employed in
present line of work or profession for
the applicant(s).

(xii) Years on present job. Number of
continuous years employed by the'
current employer of the applicant(s). For
self-employed persons, the number of
continuous years self-employed.

(xiii) Gross total monthly income of
each applicant, comprising the sum of
normal base salary, wages, overtime
pay, bonuses, commissions, dividends,
interest, rental income, retirem nt or
disability income and income from part-
time'employment. For self-employed
persons, include the average or normal
monthly income. Include alimony,
separate maintenance and child support
income information only if the applicant
has been advised that such information
need not be provided and nevertheless
elects to have it considered.

(xiv) Proposed monthly housing
payment, comprising the sum of
principal and interest. The bank may
also include insurance,'real estate taxes
and any monthly assessments for home
owner dues or condominium fees, and/ -
or utilities if the bank considers these
factors in computing housing costs.
However, if the bank includes any of
these factors for computing the monthly
housing payment, it must do so "
consistently. When a bank changes its
regular practice, such change and its
effective date should be idenifiable
with respect to the bank's new policy.

(xv) Purchase price. Sales price or
approximate cfrrent market value of the
property which will secure the loan.

(xvi) Applicant's or applicants' total
monthly payments on all outstanding
liabilities.'Include installment debts,
real estate loans and any alimony, child
support or separate maintenance
payments. Exclude any payments on
liabilities which will be satisfied upon
sale of real estate ownied or upon
refinancing of property associated with
this application.

(xvii] Net worth. Applicant's or
applicants' total assets, including cash
checking and savings accounts, stocks
and bonds, cash value of life insurance,
value of real estate owned, net worth of
business owned, automobile, furniture
and personal property and other assets,
minus total liabilities, including
installment debts, automobile loans, real
estate loans, and any other debts,
including stock pledges.,

(xviii) Date of application. The date
on which a signed application is
received-by the bank.

(xix.Sex of applicant(s).
'(xx] Race/national origin of

,applicant~s) using the categories:
American Indian, Alaskan Native; Asian
or Pacific Islander Black; Hispanic;
White; Other.

(2) Information on race/national
origin and sex.

(i) Disclosure to applicant.
(A) In collecting the information

required under §-27.3(b)(1) (xix) and
(xx), the bank shall advise an applicant, -
either orally or in writing, that:

(1) The information on race/national
origin and sex is requested by the
Federal Government if. this loan is
related to alhome loan, in order to
nmonitor the lender's compliance with
equal credit opportunity and fair
housinglaws;

(2) The applicant is not required to
furnish the information but is
encouraged to do so. The law provides
that a lender may neither discriminate
on the basis of this information, nor on
whether the applicant chooses to furnish
it;

(3) Ho'wever, if the applicant chooses
not to furnish it, Federal regulations
require the lender to note race and sex
on the basis of visual observation or
surname.-
, (B) Banks which'use the Federal

Home Loan Mortgage Corporation/
Federal Natiohal M6rtgage Association
[FI{LMC/FNMvA) insert form
("Information for Government
Monitoring Purposes") requesting this'
information will be in compliance with
paragraph (b)(2)(i) of this section. A
copy of the insert form is set forth in
Appendix Ir.

(ii) If the applicant does not
voluntarily provide the information on
sex and race/national origin which the
bank is required to record and maintain
under § 27.3(b)(1) (xix) and (xx), the
bank shall request the applicant to note
that fact (by initials or otherwise] on the.
application, and the bank shall provide
the information based on visual
observation or surname. If the applicant
does not voluntarily provide the
information and does not initial or
otherwise note that fact, the bank shall
initial, or otherwise note that fact on the
application, as well as provide the
information based on visual observation
or surname.

(c) Additional Information Required in
the Loan File. In addition to the
information required by § 27.3(b), each
bank shall maintain the following
information in each of its home loan
files:

(1) If an appraisal is completed:
(i) The appraised value; and
(ii) The census tract number, where

available, for those properties which are
in a Standard Metropolitan Statistical
Area (SMSA) in which the bank has a
home office or branch office.

(2) Disposition. of loan application.
The disposition of the completed
applications using the following
categories:

(i] Withdrawn before terms were'
offered;

(ii) Withdrawn after terms were
offered;

(iii) Denied;
(iv) Terms offered and accepted by

applicant(s).
(3) If final terms are offered, whether

or not accepted:
(i) The loan amount.
(ii) Whether private mortgage

insurance is required, and if so, the
terms of the insurance,

(III) Whether a deposit balance is
required, and if so, the amount.

(iv) The note (simple) interest rate.
(v) The number of months to maturity

of the loan offered.
(vi) Points. The loan origination or

discount fee(s) charged to the buyer,
computed as a percentage of the loan
amount.

(4) Commitment date. The date final
terms were offered.

(5) The type of mortgage using the
following categories Standard Fixed
Payment; Variable Rate; Graduated
Payment; Rollover; Other.

(6) The name or identification of the
bank office where the application was
submitted.

(7] Whenevercredit is denied, copy(s)
of the Equal Credit Opportunity Act
credit notice and statement of credit
denial.
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(8) Any additional information used
by the bank in determining whether or
not to extend credit, or in establishing
the terms, including, but not limited to,
credit reports, employment verification
forms, Federal Income Tax Forms,
availability of insurance, and the
comolete appraisal.

§ 27.4 Inquiry/Application Log.
(a) The Comptroller, among other

things, may require a bank to maintain a
Fair Housing Inquiry/Application Log
("Log"), based upon, but not limited to,
one or more of the following causes:

(1) There is reason(s) to believe that
the bank may be prescreening or
otherwise engaging in discriminatory
practices on a prohibited basis.

(2) Complaints filed with the
Comptroller or letters in the Community
Reinvestment Act file are found to be
substantive in nature, indicating that the
bank's home lending practices are, or
may be, discriminatory.

(3) Analysis of the data compiled by
the bank under the provisions of the
Home Mortgage Disclosure Act (12
U.S.C. § 2801 et seq. and Regulation C of
the Federal Reserve Board, 12 CFR
§ 203) indicates a pattern of significant
variation in the number of home loans
between census tracts with similar
incomes and home ownership levels,
differentiated only by race or national
origin (ie., possible racial redlining).

(b) The Comptroller, when requiring
the maintenance of a Log, will specify in
writing:

.(1] The location(s) where the
information shall be obtained;

(2] The length of time it shall be
maintained;

(3) The frequency with which it shall
be submitted to the Comptroller, and

(4) The reason(s) for imposing this
requirement.

(c) A bank which has been directed
by the Comptroller to maintain a Log
shall obtain and note all of the following
information regarding each inquiry or
application for the extension of a home
loan and each inquiry or application for
a government insured home loan (not
otherwise included in this Part):

(1] Date of application or inquiry.
(2) Type of loan using the categories:

purchase, construction-permanent;
refinance; and government insured by
type of insurance, i.e., FHA, VA, and
FmHA (if applicable).

(3) Indication of whether the entry
refers to an application or an inquiry.
* (4) Case identification (either a unique

number which permits the application
file to be located, or the name(s) and
address(es) of the applicant(s)].

(5) Race/national origin of the
inquirer(s) or applicant(s) using the

categories: American Indian or Alaskan
Native; Asian or Pacific Islander,
Hispanic; Black; White, Other. In the
case of inquiries, this item shall be
noted on the basis of visual observation
or surname(s) only. In the case of
applications, the information shall be
obtained pursuant to § 27.3(b)(2) of this
Part.

(6) Location. Complete street address,
city,-county, state and zip code of the
property which will secure the extension
of credit. The census tract shall also be
recorded when the property Is located in
an SMSA in which the bank has a home
office or branch office.

(d) The information required under
§ 27.4(c), above, shall be recorded and
maintained on the form set forth In
Appendix H. Additional information
may be recorded and maintained at the
bank's discretion.

§ 27.5 Record retention period.
(a) Each bank shall retain the records

required under § 27.3 for 25 months after
the bank notifies an applicant of action
taken on an application, or after
withdrawal of an application. This
requirement also applies to records of
home loans which are originated by the
bank and subsequently sojd.

(b) The Comptroller of the Currency
may, by written notice to a bank, extend
the retention period.

§ 27.6 Substitute monitoring program.
The recordkeeping provisions of § 27.3

constitute a substitute monitoring
program as authorized under § 202.13(d)
of Regulation B of the Federal Reserve
Board (12 CFR § 202.13(d)). A bank
collecting the data In compliance with
§ 27.3 of this Part will be in compliance
with the requirements of § 202.13 of
Regulation B.

§ 27.7 Availability, submission and use of
data.

(a) Each bank shall make all
information collected under § 27.3 and
§ 27.4 available for review at the bank
to national bank examiners upon
request.

(b) Prior to a scheduled bank
examination, the Comptroller will
request the bank's monthly home loan
activity information maintained under
§ 27.3(a) of this Part on the form
prescribed as Appendix L A bank which
is exempt in whole or in part from
maintaining the information required
under § 27.3(a) and which has not -
otherwise been directed to maintain the
information shall notify the Comptroller
of this fact in writing within 30 calendar
days of its receipt of the Comptroller's
request.

(c) If, upon review of the bank's
monthly home loan activity, the
Comptroller determines that statistical
analysis prior to'examination is
warranted, the bank will be notified.

(1) Within 30 calendar days after
receipt of notification from the
Comptroller, the bank shall submit, for
application records specified by the
Comptroller, completed Home Loan
Data Submission Forms (set forth as
Appendix IV). The Comptroller may.
upon the request of a bank and for good
reason, extend the 30-day period.

(2) The number of Home Loan Data
SubmissioLL Forms requested by the
Comptroller will not exceed 250 per
"decision center," or 2000 per bank with
multiple "decision centers" unless there
is cause to believe that a bank is not in
compliance with fair housing laws
based on examination findings or
substantiated complaints, among other
factors.

(3) A bank with fewer than 75 home
loan applications in the preceding year
will not be required to submit such
forms unless:

(i) The home loan activity is
concentrated in the few months
preceding the request for data,
ndicating'the likelihood of increased
activity over the subsequent year, or

(ii) There is cause to believe that a
bank Is not in compliance with the fair
housing laws based on prior
examinations and/or complaints, among
other factors.

(d) If there is cause to believe that a
bank Is in noncompliance with fair
housing laws, the Comptroller may
require submission of additional Home
Loan Data Submission Forms. The
Comptroller may also require.
submission of Monthly Home Loan
Activity and Home Loan Data
Submission Forms at more frequent
intervals than specified in paragraphs
(b) and (c) above.

Dated. October 29,1979.
John G. Helnann,
CompLroller of the Currency.

BtLUNG CODE 4810.3-M
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Appendi:: 1I

INFORMATION FOR GOVERNMENT MONITORING PURPOSES

The following language is approved by the Comptroller of the

Currency and will satisfy the requirements of 12 CFR 27. It

may be inserted to complete the "Information for Government

Monitoring Purposes" section of the Residential Loan Application

Form (FHLMC Form 65/FNMA 1003) or may be used separately. This

information may also be provided orally to the applicant.

it!,- fouo-wing iiformation is requested by the Federal Goveinment if this Ioan is re!aied to a de.-ling. in ordor to mostir he lend r s cornp!iwace
'.,tli equal credit opportunity and fair housing law-s You art not reqused to furnish th-s in osintion. but ar e encoisr|-cG to do so, The lairup-ce
vd- s that a tender may neither discriminate on the basis of this infornrtion. nor on v.4hther you dchoe to Ifurnih it lto-.er. if you chowsl- not
to furn.sh it. under Federal regulations this lender is requited to note race and sex on tIa basis of visual obnervatton o Ssrnrame It you dfo notr s;uz
to fu:ni.hi the above information, please initial below

8OfPRO.'ER:I do not wrish to furnish this information (initials) CO-BORROWER: I danot wish to furcss t, ifrrn.stion irist ,'os)__

PAs'CE! ;_ Ar.'rican Indian. Alaskan Native ID As-an, Pacific Islande r RACE/ DJ Ameiican Indian. A'aU i D Asian. PaciIrz lslaner

. I L j :,ck E Ev1h0 S X- L- femn NATIONAL (- Black e IHr;,,m ir.I (- -mi,-
r, I CA 1: oJ0h5 (spe~cify) - -L1 Mi't. ORIGIN !'IOther (:p' c.iyI J_ _z
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Appondix 1V

COMPTROLLER OF THE CURRENCY NAJ _ _ _ _ _

HOME LOAN DATA SUBMISSION CISIN I NI-o

(Enter dollar amounts as whole dollars)
APPUCATION FORM

1 Application File Number -(-0-2--

2- Amount of Loan Requesled S ..... . 124-29)

3 Number of Months Requested to Maturity t30-32-

4. County ------- (33-39)

5 State - - (40-41)

6 NumberofUnits 1 2 3 4 (42)

7 Year H4ouse Was Built - - - - (43-46)

8- Purposeo tLoan I Purchase 2 Construction-Permanent 3 Refinance. (47)

Applicant 11. Co-Applicant? I *. Yes 2 I, Ka (51)

jlf #11 is No. procced to14)

9. Age -- (43-49) 12 Age_. (52-53)

10 Marital Status (50) 13. Marital Status- jis

I Mamed 2I Separated I Married 2 St;a3fale

3 Unmarried (includes single. 3 Unmarried (Includes sm,!e.
divorced. wilowed) drvorced. w do e. l

14- Applicant Gross Monthly Income S -.... 155-60)

15 Co-Applicant Gross Monthly Inome S . . (61"6)

16. Pxoposed lMonthly Housing Payments S- (67-71)

17. Purchase-Sates Price S - - - - (72-77)

I. Other Total Monthly Payments S - -.. . . (24-29)

Applicant Co-Applicant (II none. pro"eeJ to j23;)

19- Pace: I American Indian. (30) 21. Race 1 American tnaji. (3Z
Alaskan Native Ala-.kan tlativa

2 Asian or Pacific 2 Asian or Pacific
Islander ftlander

3 Black 4: Hispanic 3 Black 4 t Hispa3r:

5 Wh te 6 L Other 5 VMte 6 1 Othar

20. Sex I Female 2 * Male (31) 22. Sex I Female 2 1 ?'aa (33)

23 Bank 3e.ationship at ubject Bank (34)
.1 Current Saking Relationship 2 Past Banking Relatonstivp

3 No Banking Relationship 4 Unable to Determine

Appraisal

24. Census Tract (35-401

25, Appraised Value - -..... (41-46)

Action Taken

26- Description of Action (47)

I Withdravn Before Terms Were Offered 1
2 Denied I tif checked,,lup remaining qusttoani

3 Withdraan After Terms Were Offered (

4 Approved and Loan Clos~d (

Terms of Mortgage or ol Mortgage Offer
27 Commitment Date, - - I - - I - - (48-53)

MM OD YY

28. Type of Mortgage (54)

I Standard Fixed Payment 2 Variab!e PRate

3 Graduated Payment 4 Roll-Over 5 Ot

29 Priate Mortgage Insurance Required? (55)

I No 2 Yes

30 LoanA.n*unt $ __ . (56-61

31. ote Simple) lnteres Rate - (62-65)

32. Points to Buyer . (66-68)

33 Months to Maturity (69-71)

34 Downpayment Amount $ . - - t72-77)

[FR Doc. 79-33S97 Filed 11-1-79: 845 am]

BILLING CODE 4810-33-C
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RAILROAD RETIREMENT BOARD

20 CFR Part 260

Procedural Handling of Erroneous
Payment Decisions.

AGENCY: Railroad Retirement Board.
ACTION: Final rule.

SUMMARY: The Railroad Retirement
Board is amieiding § 260.1(b) aid (d)
and § 260.2(a), (b), and (c) of Part 260 of
'its regulations which govein the
procedural handling of erroneous
payment decisions. The regulations, as
amended, provde that, prior to the
initiation of recovery of an erroneous
payment by reduction or suspension of a
monthly benefit, the Board will notify
the beneficiary of the possibility of
waiver of recovery of the erroneous
paymhent,' of the conditions which must
be 'met before waiver could be granted,
and of the right to an oral hearing prior
to commencement of recovery action: -
The regulations further provide that in
such cases the beneficiary shall have
the right to an oral hearing prior to
commencement of recovery on the
issues of waiver of recovery and
correctness of the overpayment
decision.
EFFECTIVE DATE: October 15, 1979.
FOR FURTHER INFORMATION CONTACT.
R. F. Butler, 312-751-4920.

PART 260-APPEALS WITHIN THE
BOARD FROM DECISIONS ISSUED BY
THE BUREAU OF RETIREMENT
CLAIMS ANDTHE BUREAU OF DATA
PROCESSING AND ACCOUNTS

1. Section 260.1 (b) and (d] is amended
to read as follows:

§ 260.1 Initial decisions by the Bureau of
Retirement Claims.

(b) A decision to recover the amount
of an erroneous payment under
paragraph (a)(8) of this section by
suspension or reduction of a monthly
benefit payable by the Board shall not
be made prior to a date 30 calendar days
after the date on which notice of the
erroneous payment decision was sent to
the beneficiary.

(d) Where an initial decision that an-
erroneous payment has been made to a
beneficiry'has been made under
paragraph (a)(7) of this section, the
notice of decision shall include a
statement notifying the beneficiary of
the possibility of waiver 6f recovery of
the erroneous payment, of the
conditions which must be met before
wai'er of recovery could be granted,

and of thepossibility of an oral hearing
with respect to the issues of waiver of
recovery and reconsideration of the
erroneous.payment decision. The notice
shall state that the beneficiary may,
within.30 calendar days from the date of
the issuance of the notice, file with the
Board a request for ivaiver of recovery
of the erroneous payment and/or for*
reconsideration of the erroneous
payment decision.

2. Section 260.2 (a), (b' and (c) is
amended to read as follows:

§ 260.2 Request for waiver of recovery of
an erroneous payment and/or for
reconsideration of the erroneous payment
decision.

(a) A beneficiary who has been
determined to have received an
erroneous payment under paragraph
(a)(7) of § 260.1 shall have the right,
upon the filing of a timely request in
accordance with the requirements of
this section and § 260.1, to request
waiver of recovery of the erroneous
payment and/or reconsideration of the
erroneous payment decision. The
beneficiary shall'have the right to'an.
informal oral hearing on the issues of
waiver of recovery and/or
reconsideration of the erroneous
payment decision, before~an employee
of the Board designated to conduct such
a hearing, prior to commencement of
recovery by suspension or reduction of a
monthly benefit.

(b) A request for waiver of recovery
and/or reconsideration of an erroneous
payment decision and for an oral
hearing under this section shall be in
writing, and.addressed to the district
office of the Board set forth in the initial
decision letter or to the Director of
Retirement Claims. The request must be
received-by either the appropriate
district office or the Director of
Retirement Claims within 30 calendar
days from the date on which notice of
the erroneous payment decision was
sent to the beneficiary. The beneficiary
shall state in the request whether he or
she elects to have an oral hearing. If the
beneficiary does not elect to have an
oral hearing with respect to his or her
request for waiver or recovery or for
reconsideration of the erroneous
payment decision, he or she may, along
with the request, submit any evidence
and argument which he or she would
like to present in support of his or her
case.

(c) Where a timely request for waiver
or reconsideration is filed as provided in
this section, the Director of Retirement
Claims shall not commence recovery of
the erroneous payment by suspension or
reduction of a monthly'benefit payable

by the Board until a decision with
respect to such request for waiver or
reconsideration has been made and
notice thereof mailed to the claimant.

Dated: October 25, 1979.
By authority of the B1oard,

R. F. Butler,
Secretary of the Board
[FR Dom. 79-33999 Filed 11-1-71.0:45 am]
BILLING CODE 7905-01-M

DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Food and Drug Administration

21 CFR Part 520

Oral Dosage Form New Animal Drugs
Not Subject to Certification;
Trichlorfon

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMAR: The agency is amending the
regulations to delete that portion
reflecting approval of a new animal drug
application (NADA) sponsored by The
Farnam Companies, Inc. The NADA
provides for the use of trichlorfon as an
oral anthelnintic in horses. This action
has been requested by the sponsor.
EFFECTIVE DATE: November 12,1979.

FOR FURTHER INFORMATION CONTACT:
Louis L. Nangeroni, Bureau of
Veterinary Medicine (HFV-216), Food
and Drug Administration, Department of
Health, Education, ahd Welfare, 5600
Fishers Lane, Rockville, MD 20857, 301-
443-4093;
SUPPLEMENTARY INFORMATION: In a
notice published elsewhere in this issue
of the Federal Register, approval of
NADA 43-166 iswithdrawn. This
document amends the regulations to
delete that portion which reflects
approval of this NADA,

§ 520.2520a [Amended]
Therefore, under the Federal Food,

Drug, and Cosmetic Act (see. 512(e), 82
Stat. 345-347 (21 U.S.C. 360b(e))) and,
under authority delegated to the
Commissioner of Food and Drugs (21
CFR 5.1) and redelegated to the Director
of the Bureau of Veterinary Medicine (21
CFR 5.84), § 520.2520a Trichlorfon oral
is amended in paragraph (b) by deleting
the phrase ", 017135,".

Effective date: November12. 1979.
(Sec. 512(e), 62 Stat. 345-347 (21 U.S.C.
360b(e)).)
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Dated: October 26,1979.
Lester M. Crawford,
Director, Bureau of VeterinazyMedicine.
IFR Doc. 79-33916 Filed 11-1-79. 845 am)
BILNG CODE 4110-03-

21 CFR Part 522

Implantation or Injectable Dosage
Form-New Animal Drugs Not Subject
to Certification; Oxytocin Injection

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The animal drug regulations
are amended to reflect approval of a
new animal drug application (NADA)
filed by Medico Industries, Inc.,
providing for safe and effective use of
oxytocin injection for treatment of
horses, cows, sows, ewes, dogs, and
cats. In addition, the regulations are
amended to indicate those conditions of
use for which approval of identical
products need not include certain types
of efficacy data. In lieu of such data,-
approval may require submission of
bioequivalence or similar data.
EFFECTIVE DATE: November 2, 1979.
FOR FURTHER INFORMATION CONTACT:.
Richard A. Carnevale, Bureau of
Veterinary Medicine (HFV-125),
Department of Health, Education, and
Welfare, 5600 Fishers Lane, Rockville,
MD 20857, 301-443-1788.
SUPPLEMENTARY INFORMATION: Medico
Industries, Inc., P.O. Box 338, Elwood,
KS 66024, filed a'NADA (109-305)
providing for use of oxytocin injection in
horses, cows, sows, ewes, dogs, and cats
as a uterine contractor and in cows and
sows as a milk-releasing agent.

The NADA concerns a product that is
similar to two others that were reviewed
by the National Academy of Sciences/
National Research Council, Drug
Efficacy Study Group (NAS/NRC). The
announcement of the NAS/NRC review
was published in the Federal Register of
February 13, 1969 (34 FR 2146). The
NAS/NRC concluded that the products
are effective for the above-mentioned
conditions of use. The Food and Drug
Administration (FDA) concurred with
the NAS/NRC's conclusions provided
certain labeling revisions were made.

On October 15,1969, Wittney & Co.,
Denver, CO. filed an NADA (42-889)
providing for use of oxytocin injection in
conformance with the NAS/NRC and
FDA recommendations published in the
above-mentioned Federal Register
document. Approval of the product is
reflected in the regulations in 21 CFR
522.1680. Medico Industries' oxytocin
injection is identical to that of Wittney.
Medico has authorization from Wittney

to refer to its entire approved NADA in
support of the Medico application.
Bioequivalence of the two products has
been demonstrated. Therefore, Medico's
application is approved on the basis of
generic equivalence to the approved
Wittney application.

This document amends 21 CFR
522.1680 to reflect approval of Medico's
NADA, to editorially revise the existing
text to conform to current format, and to
indicate by footnote those conditions of
use for which approvals for identical
products need not include certain types
,of effectiveness data as specified by
§ 514.1(b)(8)[ii) or 514.111(a)(5) of the
animal drug regulations (21-CFR
514.1(b)(8)(ii) or 514.111(a)(5)). In lieu of
such data, approval may require
bioequivalency or similar data as
suggested in the guidelines for
submitting NADA's for NAS/NRC-
reviewed generic drugs. These
guidelines are availabale from the office
of the Hearing Clerk (HFA-305), Rm. 4-
65, Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857.

In accordance with the provisions of
Part 20 (21 CFR Part 20) promulgated
under the Freedom of Information Act (5
U.S.C. 552) and the freedom of
information regulations in
§ 514.11(e)(2)(ii) (21 CFR 514.11(e)(2)(ii)),
a summary of safety and effectiveness
data and information submitted
supporting approval of this application
is available for public examination at
the office of the Hearifig Clerk, from 9
a.m. to 4 p.m., Monday through Friday.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(i), 82
Stat 347 (21 U.S.C. 360b(i))) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.1) and
redelegated to the Director of the Bureau
of Veterinary Medicine (21 CFR 5.83),
Part 522 is revised in § 522.1680 to read
as follows:

§ 522.1680 Oxytocln Injection
(a) Specifications. Each milliliter of

oxytocin injection contains 20 U.S.P.
units of oxytocin.

(b) Sponsors. See Nos. 000010, 000381,
000845, 000856, 012481, 015502. and
032420 in § 510.600(c) of this chapter.

(c) Conditions of use 1.41) Amount-
(i) ObstetricaL Administer drug
intravenously, intramuscularly, or
subcutaneously under aseptic conditions
as indicated. The following dosages are
recommended and may be repeated as
conditions require:

'These conditions are NAS/NRC reviewed and
deemed effective. Applications for these us need
not include effectiveness data as specified by
§ 514.111 or this chapter. but may require blo-
equivalency and safety Information.

rn! U.sP. units

Cats .025to0.S 5to10.
.25to1.5 51030.

Ews. 5oS%..... 1.5 to 2Z5 3010 5Q.
C oses so 100.

(ii) Milk letdown. Intravenous
administration is desirable. The
following dosage is recommended and
may be repeated as conditions require:

nt US. units

co" _ 0.5 to 1.0 101020.
Sows_ 0.25 to 1.0 51020.

(2) Indications for use. Oxytocin may
be used as a uterine contractor to
precipitate and accelerate normal
parturition and postpartum evacuation
of uterine debris. In surgery it may be
used postoperatively following cesarean
section to facilitate involution and
resistance to the large inflow of blood. It
will contract smooth muscle cells of the
mammary gland for milk letdown if the
udder is in proper physiological state.

(3) Limitations. Do not use in dystocia
due to abnormal presentation of fetus
until correction is accomplished. For
preparation usage, full relaxation of the
cervix should be accomplished either
naturallg or by administration of
estrogen prior to oxytocin therapy.
Federal law restricts this drug to use by
or on the order of a licensed
veterinarian.

Effective date. This regulation is
effective November 2,1979.
(Sec. 512(o. 82 StaL 347 (21 US.C. 360b(]1.)

Dated. October 28,1979.
Lester M. Crawford,
Director, Bureau of VeterinaryAediclne.
JF1R Doc. 79m=315 Fld12-1-79. &-3 a--1
BILLING CODE 4110-03-M

21 CFR Part 522

Implantation or Injectable Dosage
Form, New Animal Drugs Not Subject
to Certification; Dinoprost
Tromethamlne Sterile Solution

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The animal drug regulations
are amended to reflect approval of a
new animal drug application (NADA)
filed by The Upjohn Co., providing for
use of dinoprost tromethamine
injectable in beef cattle and
nonlactating dairy heifers for
synchronization of estrus.
EFFECTIVE DATE: November 2,1979.
FOR FURTHER INFORMATION CONTACT:.
William D. Price, Bureau of Veterinary
Medicine (HFV-123), Food and Drug
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Administration, Department of Health,
Education, and Welfare, 5600 Fishers
Lane, Rockville, MD 20857, 301-443-
3442.
SUPPLEMENTARY INFORMATION: The
Upjohn Co., Kalamazoo, MI 49001, filed
NADA 108-901 providing for
intramus~ular use in beef cattle and
nonlactating dairy heifers of dinoprost
tromethamine as a luteolytic agent for
synchronization of estrus. The
regulations are amended to reflect
approval of this NADA. In accordance
with the provisions of Part 20 (21 CFR
Part 20), promulgated under the Freedom
of Information Act (5 U.S.C. 552) and the
freedom of information regulations in
§ 514.11(e][2)(ii) of the animal drug
regulations (21 CFR 514.11(e)(2)(ii)), a
summary of safety and effectiveness
data and information supporting
approval of this application is available
for public examination at the office of
the Hearing Clerk.(HFA-305), Rm. 4-65,
Food and Drug Administration, 5000
Fishers. Lane, Rockville, MD 20857, from
9 a.m. to 4 p.m., Monday through Friday.

Therefore, under the Federal Fbod,
-Drug, and Cosmetic Act (sec. 512(i), 82

StaL 347 (21 U.S.C. 360b(i))] and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.1) and
redelegated to the Director of the Bureau
of Veterinary Medicine (21 CFR 5.83),
Part 522 is amended in § 522.690 revising
paragraph (d), to read as follows:

§ 522.690 Dlnoprost tromethamine sterile
solution.

(d) Conditions of use. (1) It is used as
an intramuscular injection, as follows:

(i) In mares: (a) For its luteolytic effect-
to control the timing of estrus in estrous
cycling mares and in clinically anestrous
mares that have'a corpus luteum.

(b) It is administered once as a single
intramuscular injection of dinoprost
tromethamine at a dosage level
equivalent to 1 milligram of dinoprost
per 100 pounds of body weight.

(c) Not for use in horses intended for
food.

(ii) In beef cattle and nonlactating
dairy heifers:

(a) For its luteolytic effect to control
the timing of estrus and ovuilation in
estrous cycling cattle that have a corpus
luteum. -

(b) It-is used for breeding cattle as
follows:

(1) Estrus observation: Inject 5
milliliters of solution intramuscularly (25
milligrams dinoprost); repeat the
injection 10 to 12 days after the first
injection; then, observe for es trus after
the second injection; and inseminate at
the usual time relative to detection of
each estrus following the second

injection. If the cattle are estrous
cycling, estrus is expected to occur 2 to 5
days after second injection. Cattle that
do not becomepregnant to that breeding
will be expected to return to estrus
between days 21 and 27 after the second
injection.

(2) Timed artificial insemination:
Inject 5 milliliters of solution
intramusctilarly'(25 milligrams
dinoprost); iepeat the injection 10 to 12
days after the first injection; then,
inseminate about 80 hours after the
second injection without estrus
detection or bbservation. Cattle that do
not become pregnant to that breeding
will be expected to return to estrus
between 21 and 27 days after the second
injection.-

() Do not administer to pregnant
cows, as abortion may result. Do not
administer intravenously, as this route
might potentiate adverse reactions.

(2) Womefi of child-bearing age,
asthmatics, and persons with bronchial
and other respiratory problems should
exercise extreme caution when handling
this product. In the early stages, Women
may be unaware of their pregnancies.
Dinoprost tromethamine is readily
absorbed through the skin and can
cause abortion and/or bronchiospasms.
Direct contact with the skin should,
therefore, be avoided. Accidental
spillage on the skin should be washed
off with soap and water.

(3) Federal (U.S.A.) law restricts this
drug to use by or, on the order of a
licensed veterinarian.

Effective date. This regulation shall
b~come effective November 2,1979.

" (Sec. 512(l), 82 Stat. 347 (21 U.S.C. 360b(i)}) -

Dated:'October 20,1979.
Lester M.. Crawford;,
Director, Bureau of VeterinaryMedicine,
[FR Doc. 79-3332 Filed 11-1-M, 8:45 am)

BILLING CODE 4110-03-M

INTERNATIONAL COMMUNICATION

AGENCY

22 CFR Part 506

Part-Time Career Employment
Program,

AGENCY: International Communication
Agency.
ACTION: Finalrule.-

SUMMARY: The regulations govern the
operation of a part-time career
employment program within the
International Communication Agency
which the Agency has established in
compliance with the provision of the
Federal Fplokees Part-Time Career
Employment Act of 1978.,

DATE: These regulations are effective
November 2, 1979.
FOR FURTHER INFORMATION CONTACT:
Michael J. Collins (202) 724-9803.
SUPPLEMENTARY INFORMATION: The
International Communication Agency Is
publishing regulations to establish and
maintain a part-time career program
required by the provisions of the Federal
Employees Part-Time Career
Employment Act of 1978. Proposed
regulations were published in the
Federal Register on September 12, 1979
(44 FR 53089-53090). Sec, 500.6, has boon
amended to add college and university
placement offices.
ANALYSIS OF COMMENTS: The proposed
regulations provided for public comment
to be submitted on or before September
20, 1979. The International
Communication Agency received one
comment from an individual. The
commenter requesled information
concerning the tjpes of positions and
the potential for promotion and
suggested that the program include the
conversion of full-time Agency
employees to part-time. The program
does include the conversion of full-time
Agency employees to part-time. The
types of positions and their promotion
potential will be publicized after the
positions to be filled, under the program,
are identified. The commenter also
suggested that another possible source
for publicizing vacancies were college
and university Student Financial Aid
and Employment Offices. This
suggestion was adopted In substance
and Sec. 506.6 of the regulations
amended to include college and
university placement offices.

The International Communication
Agency is amending Title 22 of the Code
of Federal Regulations by adding a new
Part 506 as set forth below.

PART 506-PART-TIME CAREER
EMPLOYMENT PROGRAM

Sec. " J
506.1 Purpose of program.
506.2 Review of position.
506.3 Establishing and coverting part-time

positions'
500.4 Annual goals and timetables.
506.5 Review and evaluation.
506.6 Publicizing vacancies.
506.7 Exceptions..

Authority: 5 U.S.C. 3401 (note and 3402),

§ 500.1, Purpose of program.
Many individuals in society possess

great productive potential which goes
unrealized because they cannot meet the
requirements of a standard workweek.
Permanent part-time employment also
provides benefits to other individuals In
a variety of ways, such as providing
older individuals with a gradual
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transition into retirement, providing
employment opportunities to
handicapped individuals or others who
require a reduced workweek, providing .
parents opportunities to balance family
responsibilities with the need for
additional income, providing
employment opportunities for women
returning to the workforce and assisting
students who must finance their own
education or vocational training. In view
of this, the International Communication
Agency will operate a part-time career
employment program, consistent with
the needs of its beneficiaries and its
responsibilities.
(5 U.S.C. 3401 note]

§ 506.2 Review of positions.
Positions becoming vacant unless

excepted as provided by § 506.7, will be
reviewed to determine the feasibility of
converting them to part-time. Among the
criteria which may be used when
conducting this review are:

(a) Mission requirements and
occupational mix.

(b) Workload fluctuations.
(c) Employment ceilings and

budgetary considerations.
(d) Size of workforce, turnover rate

and employment trends.
(e) Affirmative action.

[5 U.S.C. 3402)

§ 506.3 Establishing and converting part-
time positions.
.Position management and other

internal reviews may indicate that
positions may-be either converted from
full-time or initially established as part-
time positions. Criteria listed above may
be used during these reviews. If a
decision is made to convert to or to
establish a part-time position, regular
position management and classification
procedures will be followed.
[5 U.S.C 3402)

§ 506.4 Annual goals and timetables.
An agencywide plan for promoting

part-time employment opportunities will
be developpd annually by the Office of
Pergonnel Services after consultation
with the operating elements. This plan
will establish annual goals and set
deadlines for achieving these goals.

§ 506.5 Review and evaluation.
The part-time career employment

program will be reviewed through
semiannual reports submitted by the
Director, Office of Personnel Services to
the Associate Director for Management.
Regular employment reports will be
used to determine levels of part-time
employment.
(5 U.S.C. 3402)

§ 506.6 PublIcIzing vacancies.
When applicants from outside the

Federal service are desired, part-time
vacancies may be publicized through
various recruiting means, such as:

(a) Federal Job Information Centers.
(b) State Employment Offices.
(c) USICA Vacancy Announcements.
(d] College and University Placement

Offices.
(5 U.S.C. 3402)

§ 507.7 Exceptions.
The Director of the Agency and the

Associate Director for Management may
except positions from inclusion in this
program as necessary to carry out the
mission of the Agency.
International Communication Agency.
James D. Isbister,
Associate Directorfor anagemenL
IFR Dc r79-339 Fied 11-1-9M &-45 am]
BILUING CODE 8230-01"1

DEPARTMENT OF DEFENSE

Corps of Engineers; Department of
the Army

32 CFR Part 625

[ER 56-1-1]

Surface Transportation-
Administrative Vehicles Management

AGENCY: U.S. Army Corps of Engineers.
ACTION: Final rule.

SUMMARY: This regulation provides
policy guidance and the authority to
allow employee dependents to travel in
a Government-owned or leased motor
vehicle during authorized Temporary
Duty (TDY) travel.
EFFECTIVE DATE: November 1,1979.
FOR FURTHER INFORMATION CONTACT:
Mr. Robert E. Haske, (202) 693-6199 or
write HQDA (DAEN-ASV),
Washington, D.C. 20314.
SUPPLEMENTARY INFORMATION: To
clarify the need and intent of this
regulation we submit the last paragraph
of Comptroller General Decision, B--
190440, 20 January 1978 "Accordingly,
where the transportation of a dependent
in a Government vehicle Is such that the
dependent merely accompanies an
employee on an otherwise authorized
trip scheduled for the transaction of
official business, and the agency
involved makes a determination that it
is in the Government's interest for the
dependent to accompany the employee
(for instance, for morale purposes), we
do not believe that the provisions of
section 638a(c)(2) would be violated.
Thus, we are of the view that the

provisions of 31 U.S.C. § 638a[c)(2) do
not, by themselves, serve to make the
AFGE proposal non-negotiable."

The Chief of Engineers has
determined that this regulation will not
impose unnecessary burdens on the
economy or on individuals and
therefore, is iot significant for the
purposes of Executive Order 12044 to
warrant a regulatory analysis.

Dated: October 15, 1979.
For the Chief of Engineers.

Forrest T. Gay I1.
Colonel, Corps ofngineers, Executive
Director, Engineer Staff.

Accordingly, 32 CFR is amended by
adding a new Part 625 to read as
follows:

PART 625 SURFACE
TRANSPORTATION-
ADMINISTRATIVE VEHICLE
MANAGEMENT

Sec.
825.1 Purpose.
625.2 Applicability.
625.3 References.
025.4 OCE Policy.
625 General.

Appendix A-Dependent Travel Waiver of
Liability.

Authority-. Comptroller General Decision.
B-190440. 20 January 198.

Source: ER 56-1-1.

§ 625.1 Purpose.
This regulation provides guidance,

and authorizes dependents to
accompany a Corps employee on
Temporary Duty (TDY) in a
Government-owned or leased motor
vehicle.

§625.2 Applicablllfy.
This regulation is applicable to all

field operating agencies authorized to
operate or lease Administrative Use
Motor Vehicles.

§625.3 References.
(a) Title 31, U.S. Code, Section 38.
(b) Comptroller General Decision. 25

Comp. Gen. 844(1946) B-57732.
(c) Comptroller General Decision, 54

Comp. Gen. 855(1975) B-17842.
(d) Comptroller General Decision, B-

190440, 20 January 1978.
(e) DOD Regulation 4500.36-R June

1977.

§ 625.4 OCE policy.
Pursuant to the authorities, penalties

and interpretations cited in the
preceding references, Commanders/
Directors of field operating agencies
may authorize dependents to (
accompany a Corps of Engineers
employee during official travel when
using a Government-owned or leased

63099
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motor vehicle, providing the following
procedures andrestrictions are adhered
to:

(a) The Commanders/Directors of,
field operating agencies must make a
Determination that transportation of the
dependent is in "the interest of the
Government".

(b) A determination of "the interest of
the Government" is a matter of
administrative discretion, taking into
consideration the following limitations:

(1) The use of motor vehicles shall be
restricted to the "official line" of the
vehicles, and any questions concerning
"official use" shall be resolved in favor
of strict compliance with statutory
provisions and policies of this and other
pertinent regulations.
, (2) When the travel of the dependent

is irL "the interest of the Government"
and incidentally provides a convenience
to the employee, then- there can be no
objection to the employee's enjoyment
of that convenience. However, the
convenience of itself, provides no
justification to authorize dependent
travel.

(3) Dependent travel will not be
provided or authorized when
justification is based on reasons of rank
or prestige.

(4) Transportation to, from and
between locations for the purpose of
conducting personal business or
engaging in other activities of a personal
nature by military personnel, civilian
officials and employees, members of
their families or others is prohibited.

(c) Increased travel time (rest stops)
and operational inefficiency (added
weight) occasioned by the number of
dependents to be transported will also
be considered.

(d) Dependents must understand and
agree never to operate the m6tor vehicle
consigned to the employee for official
travel.

(e) Neither the seating capacity nor
the size of the motor vehicle will be
changed or increased to accommodate
dependent travel.

(fl Motor Vehicles as used in this
regulation applies to all types of motor
vehicles, owned, consigned.to or leased
by the Corps of Engineers.

§ 625.5 General.
(a) In view of the potential liability

the Government could incur byallowing
dependents to accompany an employee
in a government-owned, consigned or
leased motor vehicle, a Dependent
Travel Waiver of Liability will be
obtained prior to each and every trip.
.Suggested language for such waiver is
'et forth in Appendix A. .

(b) When dependents are to be
transported in a GSA rented vehicle, an

extra signed copy of the Dependent
Travel Waiver will be furnished the
GSA Interagency Motor Pool from which
the vehicle is acquired.
BILLING CODS 37104-M4
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APPU~DIX A

DEPENDENT TRAVEL WAIVER OF LIABILITY

will be accompanying
(NAME OF DEPENDENT)

(NAME OF EMPLOYEE)

and who is an employee'of

(RELATIONSHIP|

, on official Government
(AGENCY. DIVISION)

business in or while using a Government vehicle. Dates of travel are from

to 19-.. I do hereby knowingly,

freely and voluntarily waive any right or cause of action of any kind whatsoever, against

the United States, arising as a result of such activity from which any liability may or

could accrue while accompanying the above named employee in or while using said

Government vehicle."

SIGNATURE OF DEPENDENT

DATE

NOTARY PUBLIC

DATE

FOAMENG IAUG 4700-R
[FR Dc; 79-=34 Pled 11-1-79,8,45 am]

BILLING CODE 3710-92-C

63101
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part-52

[FRL 13EO-5]

Approval and Promulgation of State
Implementation Plans; Approval of
PSD Plan for North Dakota

AGENCY: Environmental Protection
Agency.
ACTION: Final rulemaking.

SUMMARY: The rpose of this notice is
to approve the State I4plementation
Plan (SIP) revision for North Dakota
which was received by EPA on July 17,
1978. This plan revision was prepared
by the State to neet the requirements of
Part C (Prevention of Significant
Deterioration (PSD) of Air Quality) and
various sections of the Clean Air Act, as
amended in 1977. On July 16,1979 (44 FR'
41253), EPA published alhotice of
proposed rulemaking and requested
public comment. No comments were
received.

EFFECTIVE DATE: November 2, 1979.

ADDRESSES: Copies- of the SIP revision
and EPA's evaluation of the revision
will be available for inspection at the
offices of the EPA listed below:
Environmental Protection Agency, Region

VIII, Air Program Branch, 1860 Lincoln
Street, Denver, Colorado 80295. ,

Environmental Protection Agency, Public
Information Reference Unit, 401 M Street,-
$W, Washington, D.C. 20460.-

FOR FURTHER INFORMATION CONTACT.
Mr. Robert R. DeSpain, Chief, Air-
Programs Branch, Region.VIII,
Environmental Protection Agency, 1860
Lincoln Street, Denver, Colorado 80295,
-(303) 837-3471.

SUPPLEMENTARY INFORMATION: On -July-
17, 1978, EPA received proposed

, revisions to the North Dakota SIP. The
revisions.include: (a) Revised new
source performance standards (NSPS),
(b) revised hazardous emission
standards, (c) revised provisions for the
prevention of significant deterioration
(PSD), and (d) other administrative
revisions. -

The NSPS and hazardous emissions
standards changes will be addressed in
a separate Federal Register notice as
,they are not deemed a part of the SIP.

On July 16, 1979 (44 FR 41253), EPA
proposed to approve the administrative
provisions and the revised program for,
prevention of significant deterioration ,
and requested public comment. No
comments. were received. The following
is a discussion of those provisions and

the issues involved in EPA's final
approval.

Prevention of Significant Deterioration

Section 110(a)(2)(D) and Part C Title I,
of the Clean Air Act establish specific
requirements for the prevention of ,

significant deterioration of air quality in
areas where ambient levels are lower
than the national-standards. The Act
defines the amount of deterioration that
can be tolerated in an area in terms 6f
maximum allowable increases in
ambient air quality concentrations
(increments). These increments vary and
are a function ofthe classification of an
area. There are three applicable
classifications under this program (a)
Class I where the increments are very
stringent and practically no
deterioration is allowed, (b) Class HI
where moderate, well controlled growth
is ,allowed, and (c) Class HI where a
considerable amount of growth is
allowed. While the Act-established
several mandatory Class I areas, most of
the nation is now Class II, and the Act
gives 'redesignation authority to state
Governors and Indian governing bodies.

The principal means of protecting-the
increments are the review and

- regulation of major new stationary
sources and modifications,'the tracking
of minor source growth, and the periodic
review, of increment consumption. At
present, EPA is implementing the

. program by a federal permit system
.designed to meet the requirements of
Part C. In that program, operators of
major new sources and major
modifications must obtain a permit
before commencing construction and the
permit will be granted only if, among
other things: (a) The increments for the
area are being protected, and (b) best
available control technology will be
employed.

As indicated abve, this program is
presently implemented by EPA through
regulations in 40 CFR 52.21 promulgated
on June 19, 1978, (43 FR 26388). On that'

.same date, EPA promulgated
.requirements for state PSD programs at
40 CFR 51.24.'

-'On June 18,1979, the United States Court of
Appe-als for the District of Columbia Circuit issued a
decision that upheld some portions of 40 CFR 52.21

'and 51.24 and overturned others. See Alabama
Power Company v. Castle, 13 ERC 1225. The court's
opinion gave only a summary of its conclusions,
invited petitions for reconsideration, and promised
suppldmental opinions explaining the conclusions
and disposing of any petitions. An order Issued with
the summary opinion stayed the effect of the
decision until the issuance of the-supplen'ental
opinions. EPA has moved for a further stay to
obtain adequate time to replace the overturned
provisions. A notice specifying proposed
replacement provisions, appeared in the Federal
Regisjer on September 5, 1979, at 44 FR 51924. Until

The regulations submitted by the
State of North Dakota tire designed to
meet the requirements of 40 CFR 51.24
through the review of major stationary
source growth throughout the State.2
Chapter 33-15-15 of the North Dakota
regulations will prohibit new source
construction in clean areas unless best
available control technology is
employed and a demonstration Is made
that the increments and air quality
related values are being protected,

The provisions of Chapter 33-15-15,
are in all major respects, identical to the
Agency regulations. The principal
differences between the two regulations
are that the State's definitions for
"Major Modification," "Reconstruction,"
arid "Baseline Concentration" are more
stringent than those promulgated by
EPA in 40 CFR 52.21(b).

The only issue which surfaced since
EPA proposed to approve the State's
program is regarding the State's
jurisdiction on new sources proposing to
locate on Indian Reservations. The
North Dakota SIP does not specifically
address whether its PSD regulations
apply to Indian Reservations within the
State. EPA interiprets this to mean'that
the State will not exercise any
permitting authority over sources
proposing to locate on Indian
Reservations. Therefore, the EPA is
retaining the Federal PSD permitting
program (40 CFR 52.21) on Indian
Reservations in North Dakota,
Administrative Revisions

Other revisions to the North Dakota
SIP include: changes to the general
requirements and definitions as located
in the chapter on General Provisions;
revision to the visible emission
limitations for existing sources and
particulate emission limitations for
indirect heating equipment and

•incinerators; changes in the sampling
procedufes for measuring emissions of
particulate matter and sulfur
compounds; a revision to the
requirements for emissions of organic
compounds, the establishinent of air
pollution episode criteria for oxidants
and revisions to the air pollution
episode emission reduction plans;
revisions to permit procedures
concerning time limits for commencing

EPA promulgates replacement provisions or the
court's decision comes Into effect, EPA prbposos to
find SIPs now approvable if they moot the minimum
requirements of either the existing EPA regulations
or the regulations as proposed In the September 6th
Federal Register.

'North Dakota has confirmed that (1) It Is aware
of Alabama Power Company v. Costlo, (2) It
nevertheless wants EPA to continue to consider Ito
PSD SIP revision as previously submitted, and (3) It
recognizes that Alabama Powar may require
revisions in the future.
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construction and public comments for
modification and the adoption of
restrictions for odorous air
contaminants3 and fugitive emissions of
particulate matter and gaseous
materials. These changes in the SEP are
consistent with the EPA requirements as
defined in 40 CFR 51.12, 51.13, and 51.14.
The revisions to the air pollution
episode and permitting procedures
satisfy the requirements of 40 CFR 51.16
and 51.18 respectively.

By this notice, EPA approves the
appropriate portions of the North
Dakota SIP revisiofi received on July 17,
1978.

This rulemaking action is issued under
the authority of the Clean Air Act as
amended.

Dated: October 29,1979.
Douglas M. Costle,
Administrator.

Title 40, Part 52 of the Code of Federal
Regulations is amended as follows:

1. In § 52.2620, paragraph (c)(10) is
amended to read as follows:

§ 52.2620 Identification of plan.
*r * * a *r

(c] ....
(10] Provisions to meet the

requirements of Part C, Title I, and
Section 110 of the Clean Air Act, as
amended in 1977, were submitted on
July 17,1978.

2. Section 52.2630 is revised to read as
follows:

§ 52.2630 Prevention of significant
deterioration of air quality.

(a) The North Dakota plan, as
submitted, is approved as meeting the
requirements of Part C, Title L of the
Clean Air Act, except that it does not
apply to sources proposing to construct
on Indian Reservations..

(b) Regulation for preventing of
significant deterioration of air quality.
The provisions of § 52.21 (b) through (v)
are hereby incorporated by reference
and made a part of the North Dakota
State Implementation Plan and are
applicable to proposed major stationary
sources or major modifications to be
located on Indian Reservations.
[FR Doc. 79-33 Filed 11-1-79; &45 am]

BILLING CODE 6560-01-M

3Odor provisions are not approved and enforced
as part of the Federally enforceable SIP since they
are not relatid to the criteria air pollutants.

40 CFR Part 65

[Docket No. A-79-19; FRL 1345-4]

Approval of a Delayed Compliance
Order Issued by the State of Utah
Through the Air Conservation
Committee to Kalbab Industries

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.

SUMMARY: The Administrator of EPA
hereby approves a Delayed Compliance
Order issued by the State of Utah
through the Air Conservation Committee
to Kaibab Industries. The Order requires
the company to submit for approval
landfill plans; initiate on-site
preparation for landfill, excavation,
fencing and drainage; complete on-site
preparation for landfill, and discontinue
use of TP burners at Panguitch, Utah,
into compliance with tertain regulations
contained in the federally-approved
Utah State Implementation Plan (SIP).
Because of the Administrator's
approval, Kaibab Industries' compliance
with the Order will preclude suits under
the Federal enforcement and citizen suit
provisions of the Clean Air Act for ,
violation'of the SIP regulations covered
by the Order during the period the Order
is in effect.
DATE: This rule takes effect on
December 3,1979.
ADDRESSES: A copy of the Delayed
Compliance Order, any supporting
material, and any comments received in
response to a prior Federal Register
notice proposing approval of the Order
are available for public inspection and
copying during normal business hours
at. Enforcement Division, EPA, Region
VIII, 1860 Lincoln Street. Denver,
Colorado 80295.
FOR FURTHER INFORMATION CONTACT.,
Cay White, Enforcement Division. EPA,
Region VIII, 160 Lincoln Street. Denver.

Colorado 80295, telephone (303] 837--
2361.

SUPPLEMENTARY INFORMATION: On June
29,1979, the Regional Administrator of
EPA's Region VIII Office published in
the Federal Register 44 FR 37961, a
notice proposing approval of a delayed
compliance order, issued by the State of
Utah through the Air Conservation
Committee to Kaibab Industries. The
notice asked for public comments by
July 30, 1979. on EPA's proposed
approval of the Order. No comments
were received during this period.

Therefore, the delayed compliance
order issued to Kaibab Industries is
approved by the Ad~iinistrator of EPA
pursuant to the authority of Section
113(d)(2) of the Clean Air Act. 42 U.S.C.
7413(d)(2). The Order places Kaibab
Industries on a schedule to submit for
approval landfill plans; initiate on-site
preparation for landfill; excavation,
fencing and drainage; complete on-site
preparation for landfill; and discontinue
use of TP burners at Panguitch. Utah.
into compliance as expeditiously as
practicable with Section 2.2.1 of the
Utah Air Conservation Regulations, a
part of the federally-approved Utah
State Implementation Plan. If the
conditions of the Order are met, it will
permit Kaibab Industries, to delay
compliance with the SIP regulations
covered by the Order until July 1. 1979.
The Company is unable to immediately
comply with these regulations.

In consideration of the foregoing,
Chapter I of Title 40 of the Code of
Federal Regulations is amended as
follows:

PART 65--DELAYED COMPLIANCE
ORDERS

1. By adding the following entry to the
table in § 65.491 to read as follows:

§ 65.491 EPA approval of State delayed compliance orders Issued to major
stationary sources.

Scez. Lctcn A--7 L. S-. reg2akn Date of FR . a9 Rrdcmp1nce
lvd pW4Wsa date

Kabb n&duse FanW$dz.Uta.... A-79-13 - Scct-n2.2-1- Jlr429. 1979.. J'iY11919.

EPA has determined that its approval

of the Order shall be effective
November 2,1979, because of the need

on a schedule which is effective under
the Clean Air Act for compliance with
the applicable requirements of the UtahL
State Implementation Plan.

to immediately place Kaibab Industries, (42 U.S.c. 7413 U.S.C. 7413(d), 7601)
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-Dated: October
Douglas M. Costle

Administrator.
(FR D. I=79-3398 Piled
*ILLING CODS 6550-0

40 CFR Part 81
JFRL 1341-7]

Designation of
Planning Purpo
Designations: F
Tennessee

AGENCY: U.S. E
-Agency.
ACTION: Final rn

'SUMMARY: The
Amenrdments-of
Environmental I
designate the at
areas within the
Statei pollutant-
was done on Ms
Either the State
'changes in thes
Ghanges if finali
Administrator v
designations.

The attainme
Bro'ward Countl
monoxide is cha
nonattainment t
change is made

* designation was
$ionitor. Siting t
been corrected
monitoring sites
are being establ
County to provi
for data collecti

'Additionally, th
Escambia Count
changed from n
unclassifiable b
change in the na
quality standard
valid data avail
County.

In Kentucky,
dioxide nonatta
-to exclude the n
'the County. This
a recently comp
Also, Davies, an
are redesig'nate
ozone because
the national am]

S,pollutant.. -
'- The designati

Tennessee, part
area is changed
'basis that the ox
supporting the h
designation app
unduly influence
dust..

29 1979. - oATE.-These actions are effective [date
:of'publication.]
FOR'FURTHEFI INFORMATION CONTACT:

11-1-9 8:45 am] 'Brian -Mitchell (Florida),'Barry Gilbert
I-u (Kentucky, or Archie Lee (Tennessee)-

6f the EPA Region IV Air Programs
'Branch, 345 Courtland Street, N.E;,
-Atlanta, Georgia, 30308. Mr. Mitchell
-may be reached by teldphone at 404/
881-3286 (FTS 257-3288); Messrs. Gilbert

Areas for Air Quality , and Lee, at 404/881-2884 (FTS 257-2864).
ses; Attainment Status, SUPPLEMENTARY INFORMATION: On - -
lorlda, Kentucky, and March 3, 1978 (43 FR 8982 at.8981], the'

Administrator designated Broward
xvironmental-Protection 'County, Florida' nonattainment for•rmtP i 'carbon monoxide on the basis of air'

e. 'quality data from a continuous monitor
le... :operating'at 2102 N.E. 6th Street in Fort
,lean Air Act ' Lauderdale. This data showed violations
*1977 fecufred that tile ' of the 8-hour standard in 1976,1977, and
?rotection Agency (EPA) 1978. After the nonattainment
tainment status of all ' -designation was made EPA determined
States on a State-by-: - 'that the data from this site was not

by-pollutant basis. This' representative of the ambient air.quality
arch 3, 1978 (43 FR 8962). in the area. The major pioblem was
or EPA can initiate undue influence from a nearby 1-95
e designations, and such 'overpass: the 14-foot high intake for the
zed by the ' . 1 • sbmpler was located only 30 feetfrom
Uill replace extant the 18-foot high overpass. The site has,

been moved to a location in the vicinity
nt status designation of of U.S. 441 and State Road 842. The
y, Florida for carbon ' designation of Broward County is
anged from .. changed from nonattainment for CO to
o unclassifiable.-This unclassifiable. If data gathered at the
because the original. new location subsequently show a
,based on a biased violation, the nonattainment designation
problems have since -will be restored..
and additional ' Escambia County, Florida was
for carbon monoxide designated nonattainment for ozone
ished throughout the' -(photochemical oxidant) by'the •
de an extensive network -Administrator on March 3,1978 (43 FR
on in the future. 8962 at 8981), on the basis of monitoring
e designation of data from a site in Pensacola. In
ty, Floric'a, for ozone is 'September of 1978, a validation of
onattainhent to Florida's oxidant data was performed by
ecause of the recent representatives of-EPA-Region IV and
Ltional ambient air staff of the Florida Department of
I for ozone-and limited Environmental regulation. It was
able forEscambia recommended that 1976 and 1977 data

not be used because of insufficient
he Boyd County sulfur calibration of the ozone monitor, and
lament area is redefined* that the more recent 1978 data be used
orthernmost portion of for planning strategies. However, due to
sis done on the basis of thd national ozone standard change, the
leted monitoring study. - subsequent change in methodologies for'
Ld McCracken Counties determining attainment status and
d as attainment for' 'design values, and the limited valid data
f the Tecent change'in - "-available for Escambia County, -the-
bient standard for this . designation of Escambia'Counity is

- changed froni.nonattainment to
on of-the-Rockwood, .unclassifiable. As additional monitoring
iculate nonattainment data becomes available, the area will be
to uncfissifiable on the redesignated, if necessary, to reflect its
iginal ambient data true attainment/nonattainmenf status.
nitial nonattainment 'Also on March 3,1978 (43 FR 8962 at
ears to have been . .8997), the Administrator designated
ed by-reentrained road,'. Boyd Cgunty,,Ientucky,.nonattainment-
-. . . .... for-sulfur dioxide on theobasis of '

information suppliedby the Kentucky "
Department for Natural Resources and
Environmental Protection (KDNREP),'
Since that time, a monitoring study has
been completed by Environmental
Systems, Inc. for Ashland Oil Company.
The results of this study show that the
national ambient air quality standards.
for SO2 have been attained in the , I

'northern part of the County for the last
'eight quarters. On March 9, 1979, the
Secretary of the KDNREP formally
requested that the nonattainment
designation be made to apply only to
that portion of Boyd County lying south
of Universal Transverse Mercator
Northfiig Line 4251 km. (zone 17).

The nonattainment area is redefined
as the State requested. In his March 9,
1979, letter, the Secretary also asked
that EPA change the ozone designation
of Davies and McCracken Counties from
nonattainment to attainment on the
basis for three years of data showing no
violation of the newly adopted NAAQS

'for ozone, 0,12 ppm.-The designation of
these two counties is changed as
requested by the State.

A section of downtown Rockwood,
Tennessee (Roane County) was
designated nonattainment for TSP by
the Administrator on March 3, 1978 (43
FR 8962 a't 9036), on the basis of data
from a monitor which showed violations
of both primary and'secondary
standards for this pollutant.
Subsequently, a microscopic analysis of
filters from the orighial site was
performed and the findings give some
support to the State's position that the
violations recorded there were caused
by an undue influence of reentrained
road dust. Accordingly, the State has
asked that the area be redesignated
unclassifiable until additional
monitoring can provide a clearer Idea of
actual air quality. EPA is today making
the change requested by the State.

These changes were announced as
proposed rulemaking in the Federal
,Register of June 27,1979 (44 FR 375,15).
No comments wkere received, however.
These changes, are effective
immediately.

Under Executive Order 12044 EPA is
required to judge whether a regulation Is
"significant" and therefore subject to the
procedural requirements of the Order or
whether it may follow other specialized
development procedures. EPA labels
these other regulations "specialized," I
have reviewed this regulation and
determined that it is a specialized
regulation not subject to the procedural
requirements of Executive Order 12044,
(Sections 107,171, and 301 of the Clean Alr
Act (42 U.S.C. 7407 7501, and 7601))
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Dated: October 29,1979.
Douglas M. Costle,
A dm'nstrator.

Part 81 of Chapter I, Title 40, Code of
Federal Regulations, is amended as
follows. -,

Subpart C-Section 107 Attainment
Status Designations

I. In § 81.310, the attainment status
designation table for ozone (Os) is
revised by deleting the entry for
Escambia County, and the attainment
status designation table for carbon
monoxide is revised by deleting theentry for Broward County. As revised,
these tables read as follows:

§ 81.310 Florida

Florida--O

Cannot be
Does not meet clasied or -

Designiated area prnmary bettor than
standards nat;*na

stwnards

BSaward County-.:- X--
Dade County - X!
D Nug county - X 

"°

PZWmxo Co-*ay X*"
Orange County- X..
Palm Beach County- X

-

Pineas County X
Rest of StaeX

EPA designation only.

Florida-CO

Cannot be
Does not meet classified or

De gmted area primary better than
standards natinal

standards

Statewide X
..

**EPA designation only.
* * * •

2. In § 81.318, the attainment status
designation table for S02 is revised by
replacing the words "Boyd County" with
the words 'That portion of Boyd County
south of UTM northing line 4251 km."

3. In § 81.318, the attainment status
designation table for ozone in § 81.318 is
revised by deleting Davies and
McCracken Counties. As revised, this
table reads as follows:

§ 81.318 Kentucky

Kentucky-.O,

Canne be
Does nomee dasaed or

Designated e pdary bedir tm
"I,-dards nalorWtandardsan

Boyd County - X

Kenton, and CarL-beN
Counties ' - X

Fayette County... , X
Henderson County X
Jefferson County-'. X
Reg of State X

4. In § 81.343, the attainment status
designation table for TSP is revised by
changing the designation of Roane
County to read as follows:

§ 81.343 Tennessee.

Tennessee--TSP

Does not 06e; not Be
Designated rr.et meet Came be Ohm

area prtin secondar daassed naton
standards standards stndards

That
portion
Of
Roane
county
within a
down-
lown
section
of

Rock-

[R Doc. 79-. Fil d &45 am)
BILUNG CODE 6560-01-M

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Parts 21 and 22

[FCC 79-595]

Domestic Public Fixed Radlo Services
and Public Mobile Radio Services

Correction

In FR Doc. 79-32026, published at page
60532, on Friday, October 19, 1979, the
following corrections should be made:

1. On, page 60534, in the second
column, above "PART 21" heading,
"Appendix-A" should be added;

2. On page 60573, in the third column,
"§ 21.1 [Reserved]" and "§ 21.2
Definitions." should be corrected to
read "§ 22.1 (Reserved]" and "§ 22.2
Definitions.".
BILLING CODE 1505-01-1

INTERSTATE COMMERCE
COMMISSION

49 CFR 1033

[S.0. 1182-A]

Substitution of Stock Cars for Boxcars

AGENCY. Interstate Commerce
Commission.
ACTION: Service OrderNo. 1182-A.

SUMMARY: Revised Service Order No.
1182 authorized the Burlington Northern
Inc. to substitute specially prepared
stock cars for boxcars for shipments of
grain originating on the BN In order to
augment the available supply of cars
suitable for grain movemenL
DATE: Since no further emergency exists,
Revised Service Order 1182 is vacated
effective 11:59 p.m., October 31,1979.
FOR FURTHER INFORMATION CONTACT:

J. Kenneth Carter (202] 275-7840.
Decided October 25; 1979.

Upon further consideration of Revised
Service Order No. 1182 (42 FR 3844.
37000; 43 FR 2395, 31015, 59074; 44 FR
36184), and good cause appearing
therefore:

It is ordered:

§ 1033.1182 Substitution of stock cars for
boxcars.

Revised Service Order No. 1182 is
vacated effective 11:59 p.m., October 31,
1979.
(49 U.S.C. (10304-10305 and 11121-126))

A copy of this order shall be served
upon the Association of American
Railroads, Car Service Division, as agent
of the railroads subscribing to the car
service and car hire agreement under
the terms of that agreement and upon
the American Short Line Railroad
Association. Notice of this order shall be
given to the general public by depositing
a copy in the Office of the Secretary of
the Commission, at Washington, D.C.,
and by filing a copy with the Directbr,
Office of the Federal Register.

By the Commission, Railroad Service
Board, members Joel E. Bums, Robert S.
Turkington and John R. Michael
Agatha L Mergenovich.
Secretary.
[FR =cc. 7'9,- F''d izi-i--R &43 a,]

BI. UIODE 7036-01-M
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DEPARTMENT OFTHE INTERIOR

Fish and Wildlife Service

50 CFR Part 32

Migratory Bird Hunting; National
Wildlife Refuges In Louisiana

AGENCY. Fish and Wildlife Service,
Interior.
ACTION: Amendment of Special'
Regulations.

SUMMARY Previously published special
regulations closed migratory waterfowl
hunting for the 1979-1980 season on four
national wildlife refuges iii Louisiana to
prevent the continued deposition of
toxic lead shot 'on these important
migratory waterfowl wihtering areas.
Approval to enforce regulations
requiring the use of steel shot for
hunting-has been obtained from the
appropriate State regulatory authority.
The intended effect-of this amendment
is to prohibit the takhig of waterfowl
with 12 gauge toxic shot and to reopen
these four refuges to waterfowl hunting
for the 1979-80 Louisiana migratory
waterfowl season ,

DATES: November 3, 1979, through
January 28, 1980.
FOR FURTHER INFORMATION CONTACT:
The Director, Regional Director, Area
Manager, or appropriate refuge manager
at the address or telephone number
listed below:
Lynn A. Greenwalt, Direclor, U.S. Fislh and

Wildlife Service, 18th and C Sts., iN-/V,
Washington.DC 20240. Telephone 202-343-
4717.

Kenneth. Black, Regional Director, U.S. Fish
and Wildlife Service, RichardB. Russell
Federal Building, 75 Spring St., SW, -
Atlanta, GA'30303. Telephone 404-221-
35B8.

Russell D.Earnest, Area Manager, U.S. Fish
and Wildlife Service, 200 East Pascagoula.
Street, Suite 300, Jackson, MS 39201.
Telephone 601-969-4900.

Daniel Doshier, Refuge Manager, DAibo n'ne
National Wildlife Refuge -and -Upper
Ouachita National Wildlife Refuge, P.O.
Box 3065, Monroe, LA 71201. Telephone
318-325-1735. "

Bobby W. Brown. Refuge Manager. Lscassine
National Wildlife Refuge, Route 1, Box 186,
Lake Arthur, LA 70549. Telephone 3.18-325-'
2750

John R, Walther, Refuge Manager, Sabine
National Wildlife Refuge, MRH Box 107,
Hackberry, LA 70645. Telephone 318-762-
5135.

SUPPLEMENTARY INFORMATION: The
primary author of this rule is Ronald L.
Fowler, Division of Refuge Management,
U.S. Fish-and Wildlife Service, 18th and
C Sts., NW, Washington, D.C. 20240.
Telephone 202-343-4305.

On October 29, 1979 (44 FR 61969), the
Fish and Wildlife Service -published
special regulations closing four refuges
in.Louisiana to migratory waterfowl for
the 1979-80 Louisiana migratory
waterfowl season. This action was
necessary because the authority to
enforce regulations requiring he use of
steel shot was not granted by the State
of Louisiana. Subsequent tb the ... '
publication of the special Tegulatofis on
October-29. the Fish and Wildlife
Service received-assurances from the
appropriate State regulatory authority
authorizing theService toenforce
regulations requiring the use of -steel
shot in 12 gauge shotguns for the 1979-80
waterfowl season on -the above four*
national wildlife Tefuges.

Special regulations published on
September 6, 1979 (44 FR 51985) for,
Lacassine and Sabine National Wildlife
Refuges, -and on September 20,'1979 (44
FR 54487) for D'Arbonne National
Wildlife Refuge and on October 29, :1979
(44 FR-t1965) for Upper Ouachita
National Wildlife Refuge permit

,migratory waterfowl hunting and made
the use of steel shot ammunition
mandatory during refuge waterfowl
hunts. This rule amends the above
regulations by limiting the-steel shot
requirement to 12 gauge only. -

Note.-The Department of the Interior has
determined that this document is not a
significant rule and does not require a
regulatory analysis -under Executive Order
12044 and 43 CFRPart 14.

The previously issued special
regulations are amended as follo*s:

§ 32.12 Special regulations; migratory
game birds;,for individual wildlife refuge
areas.

Louisiana.

-D'Arbonne National Wildlife Refuge

Lacassine National Wildlife Refuge

Sabine National Wildlife Refuge

Upper Ouachita National Wildlife
Refuge

The above National Wildlife Refuges
will be open to migratory waterfowl
hunvting during the 1979-80 Louisiana
Stale waterfowl seasons under the
following conditions: No person shall
take waterfowl while possessing 12
gauge shells loaded with any shot other
than steel shot. Shells loaded with toxic
ihot,:such as lead, can be in the
possession of hunters and-used in taking-
waterfowlin these refuges provided
these shells are gauges other than 12
gauge. I- -

'These special regulations supplement
the regulations which generally govern
hunting on National Wildlife Refuges

which are set fort inTitle B0, Code of
Federal Regulations, Part 32. The public
is invited to offer suggestions and
comments at any time.

Dated: October.0, 1979.
Robert S. Cook,
Deputy Director, U.S. Fish and Wildlife
Service.
(FR Doc. 79-34052 Filed t-1-0 .M45 1m
BILLING CODE 4310-55-M
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This section of the FEDERAL REGISTER
contains notices to the public of the
proposed issuance of rules and
regulations. The purpose of these notices
is to give interested persons an
opportunity to participate in the rule
making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE

Food and Nutrition Service

7 CFR Parts 210 and 235

School Nutrition Programs
AGENCY: Food and Nutrition Service,
USDA.
ACTION: Announcement of public
meetings.

SUMMARY: The U.S. Department of
Agriculture announces public meetings
in which USDA officials will brief the
public on the Assessment, Improvement
and Monitoring System (AIMS) that was
proposed in the October 30,1979 edition
of the Federal Register.
DATES: Public briefings will be
presented on the following dates:
November 14,1979-Boston, Massachusetts
November 14,1979-Stroudsburg,

Pennsylvania
November 20,1979--Omaha, Nebraska
November 27.1979-Seattle, Washington
November 28 and 29,1979-Chicago, Illinois
December 4,1979-Atlanta, Georgia
ADDRESSES: Public briefings will be
presented at the following locations:
November 14,1979, Minihan Hall of Hurley,

State Office Building, Cambridge and
Staniford Street, Boston, Massachusetts

November 14,1979, Pocono Hilton Inn, 700
Main Street, Stroudsburg, Pennsylvania

November 20,1979, Holiday Inn Holidome,
3321 South 72nd Street, Omaha, Nebraska

November 27.1979, New Federal building,
Room 390, 915 Second Avenue, Seattle,
Washington

November 28 and 29,1979, Best Western
Lakeshore Hotel, 600 North Lakeshore
Drive, Chicago, Illinois

December 4,1979, Ladha Continental Hotel,
100 10th Street Atlanta, Georgia

FOR FURTHER INFORMATION CONTACT.
Stanley C. Garnett or Barbara Hallman,
School Programs Division, USDA, FNS,
Washington, D.C. 20250, (202) 447-9069.
SUPPLEMENTARY INFORMATION: On
October 30,1979, USDA proposed two
regulations and reprinted one interim
regulation in the Federal Register (44 FR
62442]. The changes suggested by these

proposed and interim regulations are
known as the Assessment, Improvement
and Monitoring System (AIMS). The
objectives of the AIM System are to
analyze current school lunch and school
breakfast program management by
States; to monitor effectively the use of
Federal funds; and to protect the
nutritional integrity of meals served
under the programs.

The AIM System would set
performance standards to be met by
School Food Authorities. A review
system would be poposed which would
require States to undertake a specific
number of reviews at definite time
intervals. A method for choosing schools
to be reviewed is also proposed. For
each type of performance standard
violation, a proposed method of
assessing a claim is described, The type
of records that must be kept and
information to be included in annual
State Plans of Child Nutrition
Operations is given. In addition, the type
of sanctions that will be applied for
failure to implement AIMS is proposed.

Because AIMS is complex and
contains many comprehensive
provisions, the Department believes it
would be beneficial to the public's
understanding of AIMS to hold open
briefings. Department officials will
conduct the briefings, describing the
system and answering questions raised
by attendees,

Public comment is not being solicited
at the briefings. The briefings are only
intended to assist in the public's
understanding of the proposed AIMS
regulations. The Department hopes that
this will increase the number of relevant
and useful public comments that will be
received during the comment period
which ends January 2,1980.

Persons interested in getting a copy of
the AIMS proposal or in attending a
briefing should contact the appropriate
FNS Regional Office listed below.
Mr. Charles Kirby, Director. Special Nutrition

Programs. Southeast Regional Office, Food
and Nutrition Service, USDA. 1100 Spring
Street NW., Atlanta, Georgia 30309, A.C.
404 881-4911-Alabama. Florida, Georgia,
Kentucky, Mississippi. North Carolina,
South Carolina, Tennessee

Mr. Robert Freiler, Director, Special Nutrition
Programs, Mid-Atlantic Regional Office,
Food and Nutrition Service, USDA. One
Vahsing Center, Robbinsvllle, New Jersey
08691, A.C. 609 259-3041 X303-Delaware,
District of Columbia, Maryland, New
Jersey, New York. Pennsylvania, Virginia,
West Virginia, Virgin Islands, Puerto Rico

Mr. Robert Nelson. Director, Special Nutrition
Programs, Midwest Regional Office, Food
and Nutrition Service, USDA. 536 South
Clark Street. Chicago, Illinois 60605, A.C.
312 353-673--Illnois, Indiana. Michigan,
Minnesota, Ohio, Wisconsin

Mr. Jose Acosta. Acting Director, Special
Nutrition Programs. Mountain Plains
Regional Office, Food and Nutrition
Service, USDA. 2420 West 26th Avenue,
Denver, Colorado 80211, AC. 303 837-
5071-Colorado, Iowa, Kansas, MissourL
Montana. Nebraska, North Dakota, South
Dakota, Utah. Wyoming

Hap Pullium, Director, Special Nutrition
Programs. Southwest Regional Office, Food
and Nutrition Service, USDA. 1100
Commerce Street, Dallas, Texas 75242, A.C.
214 767-0214--Arkansas, Louisiana. New
Mexico, Oklahoma. Texas

Jack Bradley, Director, Special Nutrition
Programs, Western Regional Office. Food
and Nutrition Service, USDA. 50 Kearny
Street, San Francisco, California 94108.
A.C. 415 556-496---Alaska, Arizona,
California, Guam. Hawaii, Idaho, Nevada,
Oregon. Washington. American Samoa,
Trust Territory, Northern Marianas

John GhlorzhL Director, New England
Regional Office, Food and Nutrition

..Service, USDA, 33 North Avenue,
Burlington. Massachusetts 01803, A.C. 617
272-001-Connecticut, Maine,
Massachusetts, New Hampshire, Rhode
Island. Vermont
Dateu& October 29,1979.

Carol Tucker Foreman,
Assistant Secretary for Food and Consumer
Service,

IFR Dc -33Sz F7% I:i -- 4S amj
BILL=N CODE 3410-30411

Commodity Credit Corporation

7 CFR Part 1464

Tobacco Loan Program; Proposdd
1979 Crop Grade Loan Rates-Dark
Air-Cured (Types 35 & 36) Tobacco

AGENCY: Commodity Credit Corporation,
USDA.
ACTION: Proposed rule.

SUMMARY: This proposal would
establish the loan rates to be applied to
the various grades of 1979-crop dark air-
cured (types 35 & 36] tobacco so as to
provide the level of price support
required by the Agricultural Act of 1949,
as amended. Eligible dark air-cured
(types 35 & 36) tobacco could be
received for price support at the
specified rates.
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DATES: Written comments must be.
received on or before November 26, 11
in order to be sure of consideration.
ADDRESS: Send comments to Director,
Price Support'and Loan Division, ASC
P.O. Box 2415, Washington, DiC. 2001
FOR FURTHER ]NFORMATION CONTACT:
Robert L. Tarczy, ASCS, (202] 447-673
SUPPLEMENTARYiNFORMATION:in
accordance with The provisions of
Section 106 of the Agricultural Act of
1949, as amended ("the Act"), the 1979
crop of dark air-cured [types 35 & 36)
tobacco is required tolbe supported at
the level of 80.4 cents per pound. It is
expected that price support will be
provided through loans to a producers
cooperative marketing association
which would receive eligible tobacco-
from producers and make price suppo
advances to the producers through
auction -warehouses. The tobacco
received would serve as collateral for
the loan. Price supportadvances 'woul
be based on the loan rates foreach
grade. The proposed loanrates would
averagd the required level of support
when weighted by the anticipated gra
percentages as authorizedby Section
403 of the Act Pice support advances
producers wouldbe theamounts
determined by multiplying the pounds
each grade received by the applicable7
loan ratefor thatgrade.

Proposed Rule
Accordingly, it is proposedthat 7C]

Part 1464 be amended by revising,
§ 1464.19 to read as follows effectivei
the 1979 crop of dark air-cured tobacc
types 35 and 36.

§ 1464.19 1979 Crop Dark Air-Cured
Tobacco, Types 35 &36 Grade Loan
Schedule I

Loan rate
[0oarsper hundred pounds.aim sales weight),

Grade Length Length Length tei
47 46 45 4

AIF -........ .. .. ... 122 122 122....:
AF _ 118 118 125..

.............-122 122 122.
. ....... .128 118 118-.

AIR..... ....................... 112 112 12ASR ... 112 112 112...
elF .......................... 112 112 112

B2F ....... ....... 107 107 ,107

B3F ........................ 102 102 102
B4F .92 92 .92

'Only the originalproduceris eligible joyeceiv
advances. Tobacco graded'no-G" lno grade), 'U
(unsound), orscrapwilmot be accepted.Tobacc
graded "W" (doubtful]ieeping order) -will be
accepted at advance rates 20 percent below the
advance rates otherwise applicable. Grades mar
with-the special factor -BI-' hall have an advan
rate 20-percent below the advance rate otherwis
applicable without suchspecial factor. Typi 35
grades marked with the special factor "WI" shall
have an advancb rate 20percent below the adva
rate otherwise applicable without such factor.

Loan rate--Continued a.m. to 4:45 p.m. Monday through Friday
379 [Dollars per hundred pounds, farm salesweight) in Room 3741-South Building, USDA, ,

14th and Independence Avenue, S.W.,
Grade Length Length Length Length Washington, D.C. 20013.

S, 47 46 45 44 This amendiment is being published
3. B5F- -- 85 85 85 84 under emergency procedures as

BIR_ __ ill ill Il1 109 authorized by Executive Order 1244
B2R ,. . 106 0 106 105 and Secretai's Memorandum No. 1955

]3. B3R . . ..... 100 100 100 99
-si .. 91 -91 9o without a full 60-day comment period. It

BIR- .. ... . 85 "85 85 1' has been determinedby Jerome F. Sitter,

B2D -16 J1o ' 1o6 Jos Director, Price Support and Loan
. ..... '9 e9 9 1 Division, ASCS -that an emergency9 4D -91 91 91 90

Bso .2 B2 si exists which warrants less than a full
B3M .......... '.4_- 4 'S4 93 60-day comment period on the proposal
B4M _ -87 .Z7 S7 86
B5M..... B- S O 8o 79 because the grade loan rates for the
03G .93. 93 '93 " 92 1979-80 marketing year for dark air-
B4G, 87 87 ',87 86
B5. 78 78 78 77 cured (types 35-and 36) tobacco must be
CL112 112 112 111 announced prior to the opening of
M ..... 104 104 104 1 markets in late November. Accordingly,
G4L.9............. 5 95 9 94 comments must be received by

rt C5L_. ... ... ... .... 85 85 8s 83.
c1 -. 108 1 10 November 26,1979
C2F .103 103 1 8 107 Notq-ThIs proposal has been reviewed"C3F 103 103 ID3 101
C4F - s9 95 95 94 under the USDA criteria established to
CSF ...... . 88 88 84 implement Executive Order 12044,d cR - 17 10310 10D 6 "Improving Government Regulations". AC2R .. .. .. . . 107 107 107 106

c3RJ _ GO 100 98 determination has been made that this action
C.41 89 -89 89 88 should not be classified "significant" under
csR 1. ...... I8I B1 -81 e those criteria.Thls proposal contains
C315 94 94 94 93de C4mM __,, __ 84 .4 s4 83 necessary operating provisions needed to
c5M .. 79 7s 9 79 -7 implement the national average loan rate for
Ct G 9- ......... 5 95 5 93 darkair-cured (types 35 and 36)-tobacco-to 4G - s 8 78 84 1 which was determined to be notslgnificant,.CSG .... _78 7 ,78 77 announced on September 14, for which a final

ofLength impact statement was prepdred and Is
SLn available from Robrt L'Tarczy, Price

T3F. "- 78 Support and Loan Division, Room 3741-
T4F 75 South building, P.O.Box2415, Washington,
T5F......... 67 D.C. 20013.

FR T3R79
F T43R .. .. -74 Signed at Washington, D.C. on: October 20,

TSR -...... , " 66 1979.

or T _ __r_79 T41)...... 74_. Ray Fitzgerald,
0, TSD- 66 Executive VicePresident, Commodity Credit

T3M 77 Corporation.
T4M 69
TaM 64 [wi Dec. 79-33615 Fild 10-26-7M 10-20 am]
T3G 78 BILLING CODE *41045-M
T4G.. . . 72

- - T5G 41 62
Xl' 102

X2L_ 98 DEPARTMENT OF ENERGY
41L 95
x 83 10 CFR Chapters II, Ill and X'

gth X2F .0 7

44 X93...... i Improving Government.Regulations;
X4F 9 90 Semiannual Agenda of Regulations
X5F.. 81
XR 100 AGENCY: Department of Energy.
X2R 96
XR- "..s. ACTION:Notice of Regulations Under
XR.. ,, " 83 Development,orReview..... X5R - . . ... . . . 77

309 XDD " 8
106 x4D ::82 SUMMARY:The Department of Energy
100 XSD " , 75 (DOE) is publishing an agenda of

s M - _ _......... 9 0 regulations under development or
XSM 71 review as of October 1, 1979. Because ofS X4G... 79 delays that have arisen in preparation of

o xsG.-- .. 1........... si theagenda, the original publication date
NI 61 of October 26,1979has been changed to_. N2L 62

ked NIR. ............... 53 November 9,1979.N2R . . .. . ._. -48ace NG.....____. 50 FOR FURTHER INFORMATION CONTACT.
e , N2G. 46 Sue D. Sheridan, Department of Energy,

Forrestal Building, 1000 Independence
nce All written submissions wi'l be made Avenue SW., Washington, D.C. 20585,

available for public inspection from B:15 (202) 252-6754.

I ,m I I I
'63108
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Issued in Washington, D.C. this 30th day of
October, 1979.
Lynn R. Coleman,
General Counsel.
fFR Doc.-79-34124 Filed 11-1-79; &45 am]

BILlING CODE 64SO-01-M

Economic Regulatory Administration

10 CFR Part 221

[Docket No. ERA-R-79-50]

Priority Supply of Crude Oil and
Petroleum Products Under the
Defense Production Act

AGENCY: Economic Regulatory
Administration, Department of Energy.
ACTION: Notice of Proposed Rulemaking
and Public Hearing.

SUMMARY: The Economic Regulatory
Administration (ERA) of the Department
of Energy (DOE) hereby gives notice of a
proposed rulemaking and public hearing
regarding the adoption of regulations
pursuant to sections 1011a) and 709 of
the Defense Production Act of 1950 for
priority supply of crude oil and
petroleum products.

The proposed rules would permit the
Department of Defense (DOD),
whenever necessary or appropriate to
promote the national defense, to request
ERA to authorize DOD to use priority-
rated orders to supply the Department of
Defense on a priority basis with crude
oil or-petroleum products. Following a
determination that the issuance of a
priority rating is necessary to meet the
national defense requirement identified
by DOD and that a proposed supplier is
capable of delivering the requested
crude oil or petroleum products, the
ERA would issue a priority rating to
DOD complying in whole or in part with
the DOD request. When a supplier
reaeives a priority-rated supply order
from DOD, it would be required to fill
that order regardless of its other supply
commitments. The proposed rules would
be used only for crude oil and petroleum
products not subject to allocation
controls under the Emergency Petroleum
Allocation Act (EPAA). Products subject
to EPAA controls would be allocated to
the Defense Department under those
controls.
DATES: Comments by December 31, 1979,
4:30 p.m., requests to speak by
November 28,1979, 4:30 p.m.; Hearing -
Date: December 6.1979, 9:30 a.m., and
continued if necessary at 9:30 a.m., at
the same location on the following day.
ADDRESSES: All comments to: Public
Hearing Management, Docket No. ERA-
R-79-50, Department of Energy, Room
2313, 2000 M Street, NW., Washington,

D.C. 20461. Requests to speak. Public
Hearing Management Docket No. ERA-
R-79-50. Department of Energy, Room
2313, 2000 M Street, NW., Washington,
D.C. 20461. Hearing location: 2000 M
Street, NW., Room 2105, Washington,
D.C. 20461..
FOR FURTHER INFORMATION CONTACT.
Robert C. Gillette (Hearing Procedures).

Economic Regulatory Administration,
Room 2214B, 2000 M Street. NW,
Washington, D.C. 20461, (202) 254-5201.

William Webb (Office of Public Information).
Economic Regulatory Administration,
Room B110, 2000 M Street, NW.,
Washington D.C. 20401, (202) 634-2170.

Stanley Vass (Office of Petroleum llocation
Regulations), Economic Regulatory
Administration, Room 2310A. 2000 M
Street, NW., Washington, D.C. 20461, (202)
254-7477.

Peter Schaumberg (Office of General
Counsel), Department of Energy. Room GA-
127,1000 Independence Avenue, SW..
Washington, D.C. 20585, (202) 252-6754.

SUPPLEMENTARY INFORMATION:
L Background.
11, ERA Authority to Require Priority Supply.

A. DPA vs EPAA Authority.
B. Implementation of the DPA.

I. Proposed Priority Supply Procedures.
A. DOD Application for Rated Order.
B. ERA Evaluation of DOD Request for a

Priority Rating.
C. Priority-Rated Supply Order.

1. Issuance.
2. Effect on Existing Contracts.
3. Violations and Sanctions.

D. Contract Requirements.
E. Recording and Reporting Requirements.

IV. Comment Procedures.
A. Written Comments.
B. Public Hearings.

V. Additional Matters.

I. Background

Section 101(a) of the Defense
Production Act of 1950 ("DPA"}, 50
U.S.C. App. § 2071, provides in pertinent
part as follows:

-The President is hereby authorized (1) to
require that performance under contracts or
orders (other than contracts of employment)
which he deems necessary or appropriate to
promote the national defense shall take
priority over performance under any other
contract or order, and. for the purpose of
assuring such priority, to require acceptance
and performance of such contracts or orders
in preference to other contracts or orders by
any person he finds to be capable of their
performance, and (2) to allocate materials
and facilities in such manner, upon such
conditions, and to such extent as he shall
deem necessary or appropriate to promote
the national defense.

This authority, with respect to energy
resources, originally was vested in the
Department of Interior j"DOr'l by
Executive Order 10480 (18 FR 4939, Aug.
18,1953), as amended. The DOI
implemented section 101(a) of the DPA

by adopting regulations for the
mandatory priority supply of crude oil
apd petroleum products. (38 FR 30572,
Nov. 6. 1973). Following the'
establishment of the Department of
Energy ("DOE"), this authority was
delegated to the Secretary of Energy by
Executive Order 12038 (43 FR 4957, Feb.
7,1978), which amended Executive
Order 10480, and Executive Order 11790
(39 FR 23785, June 27,1974). and
subsequently has been delegated by the
Secretary to the Administrator of the
Economic Regulatory Administration
("ERA". (See Amendment No.1 to DOE
Delegation Order No. 0204-4.)

11. ERA Authority to Require Priority
Supply
A. DPA vs EPAA Authority

Several factors currently exist that
increase the possibility that suppliers of
certain petroleum products to the
Department of Defense ("DOD") may
determine to limit or terminate existing
supply relationships with DOD. For
example, approximately 60 suppliers, of
which 45 are relatively small refiners,
historically provide DOD with its
naphtha base jet fuel (JP-4)
rpquirements. DOD is the only large
volume customer in the U.S. for this
product, and under current market
conditions it may be more profitable for
some of the larger suppliers to produce
and sell other petroleum products. By
virtue of an energy action submitted to
the Congress in 1976, JP-4 is exempt
from the ERA Mandatory Petroleum
Allocation and Price Regulations in 10
CFR Chapter 1, Parts 210, 211, and 212,
issued under authority of the Emergency
Petroleum Allocation Act ("EPAX),
Pub. L 93-159, as amended. Thus.
suppliers are no longer bound under the.
supplier/purchaser relationship rule,
prescribed in § 211.9, to supply DOD
with this fuel. Accordingly, DOD's
current suppliers of JP-4 could alter their
refinery yield fractions to produce
greater volumes of higher revenue
products and lesser volumes of JP-4. A
similar result could occur with kerosene
base jet fuel (JP-5) and aviation
gasoline, which were exempted from
allocation and price controls effective
February 26,1979. These products are
used primarily for commercial airline
and general aviation purposes, but are
used by the military also for carrier-
based jets and other purposes. DOD is
also a major user of middle distillates
such as heating oil and diesel fuel.
which products were decontrolled in
1976.

The ERA has authority under the
EPAA to reimpose controls on products
currently exempt from ERA allocation
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and price regulations, to'adjust refinery
yields to require refiners to produce ,
more of a particular product and under
certain circumstances to assign
purchasers new suppliers of a particular
product. However, the EPAA is
generally used to effect these actions
with respect to specifid products on a
regional or national level,"rather than on"
a firm-by-firm basis or for the benefit of
particular customers. It is arguably
preferable to utilize the authority
provided in section 101(a) of the DPA as
the basis for directing the priority supply
of crude oil or petroleum products to :
DOD under circumstances in which the
supply is necessary or appropriate to
promote the national defense.

These proposed regulations would be
applicable on a broad basis to all crude
oil and refined petroleum products-to
provide ERA with as much flexibility as.'possible. It is ERA's current intention,
however, to use the EPAA as the
exclusive mechanism for allocating
crude oil and petroleum products
subject to controls thereunder and
ordinarily to utilize these DPA
regulations only in the case of crude oil
or products that have been exempted
from EPAA allocation controls.

B. Iinplementatioh of the DPA

The proposed-regulations would apply
to the priority supply to DOD of crude
oil, residual fuel oil, refined petroleum
products and lubricants. This proposal
would not apply to the supply of natural
gas or ethane.

ERA has decided to limit the scope of
these proposed regulations to crude oil
or petroleum products purchased by
DOD for its own use or purchases made
by DOD on behalf of other agencies of
the Federal Government. DOD is not
authorized by these proposed
regulations to submit a request for a
priority rating for any of its contractors,
nor are contractors permitted to submit
such requests directly to ERA.

ERA does have authority under the
DPA to authorize priority ratings for
defense contractors. In extraordinary
circumstances DOD may determine that -
failure to provide crude oil or petroleum
products to a defense contractor would
have a substantial negative impact on
the national defense. ERA could invoke
the general DPA authorities to assist
that contractor notwithstanding the
absence of a specific provision in the
proposed regulations authorizing ratings
:flr contractors. DOD has procedures for
determining contractor energy shortages
in its Instruction No. 4170.9 (May 16,,
1978}-rand we assume that DOD would

Under DPA authority, ERA is o 'rely upon these or similar procedures for
'authorized to issue priority ratirigs for' identifying contractors in need of
DOD and other defense-related - priority assistance.,
contracts which would require that a We will consider the issue of
supplier accept such orders and supply priorities for defense contractors in a
the ip'cified quantities and qualities of separate action. However, we
petroleum products. Additionally, ERA-. specifically would like comment on
can issue directives to particular -.whether these proposed regulations
companies requiring that they provide should.be expanded to provide
necessary supplies for national defense procedures for priority supply of

* needs. Such orders may be issued under petroleum products to defense
DPA authority without the reimposition contractors.
of mandatory allocation or price . . . Proposed Priority Supply Procedures
regulations under the EPAA. Pr

ERA has determined to adopt A. DOD Application for Rated Order
regulations to provide procedures by The priority supply system proposed
which these priority rating orders can be herein would establish a procedure
r~quested and issued. This would enable, under which DOD could request ERA to
ERA to act expeditiously and -issue a rated order for the priority
consistently to provider DOD with the. supply of crude oil or petroleum
necessary relief whenever DOD is products to DOD. These procedures
unable to obtain necessary supplies of could be used whenever DOD is unable
crutde oil or petroleum products for to procure or has reason to believe it
national defense-related activities. In' will-b unable to procure crude oil or,
,addition, these regulations wol1d further petroleum products to meet national
notify potential DOD suppliers of the I defense requirements. Under the
possibility of mandatory priority supply pro osal, when DOD finds that (1) a fuel
obligations and the procedures supply shortage for DOD exists or is
associated therewith. Should a supply' anticipated which would adversely
emergency arise prior to our adoption of affect the national defense and (2) the-
these or similar rules proposed herein, defense activity for which the fuel is
ERA is authorized to issue an re4uired cannot be postponed until after
appropriate priority supply'order under.- the fuel supply shortage is likely to

; the general authority in section 1011a) of terminate, it may submit a written
the'DPA. ' request to ERA for the issuance of a

priority-rated supply order directing that
DOD be supplied with crude oil or
petroleum product on a priority basis. In
order for DOD to make tho finding of a

'fuel supply shortage, it is not necessary
/'that there be a general shortage of crude

oil or petroleum products. Any
circumstance which results in an actual
or projected supply shortage for DODwould satisfy the requirements of
§ 221.31(a) of the proposed regulations.-
DOD is required to notify the Federal
Emergency Management Agency
(FEMA) of its findings and request for
priority.

Written requests by DOD for priority
supply orders would be required to set
forth: (1) the quantity and quality of ,
crude oil or petroleum products required
to meet national defense requirements-
(2) the required delivery dates; (3) the
defense-related activity and the supply
location'for which the crude oil or
petroleum product was requested; (4)
the current or most recent suppliers of
the requested crude oil or petroleuin
product, and the reason, if known, why
sdch suppliers cannot or will not supply
the requested crude oil or petroleum
product; (5) the degree to which it Is
feasible for DOD to use an alternative
crude oil or petroleum product in lieu of
the type requested, and, where
practicable, the efforts that have been
made to obtain such alternate; (0) DOD's
best estimation as to the duration of the
crude oil or petroleum product shortage:

.(7) DOD's proposed supply source for
the requested crude oil or petroleum
product, which shall, if practicable, b6
the historical supplier of such crude oil
or product. to DOD; and (a) certification
that DOD has made the findings that a
fuel supply shortage is anticipated
which would adversely affect the
national defense and that the defense
requirement cannot be postponed until'
after the fuel shortage is likely to
terminate.

In those circumstances where the
Secretary of Defense or his designee
finds, and has so notified the Federal
Emergency Management Agency
VTEMA), that a fuel supply shortage for
DOD exists or Is imminent and that
compliance with the procedures
established by §§ 221.31 and 32 would
have a substantial negative impact on
the national 'defense, ERA would be
able under proposed § 221,32(d) to
authorize an expedited procedure to
ensure that DOD receives timely
delivery of needed fuel.

Sections 221.31(b) ind 221.32(d) of the
proposed regulations require DOD to
notify FEMA of its request for a priority
rating. This requirement affords FEMA
an opportunity to exercise its oversight

63110'
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responsibilities under thd DPA. ERA
specifically would like comments as to
whether the notification provisions are
adequate, or whether § § 221.31(b) and
221.32(d) shouldrequire FEMA
concurrence in the DOD request.

ERA also would like comment on
whether FEMA input on the DOD
request is the appropriate mechanism
for FEMA involvement in the priority
rating process. Commenters are asked to
respond whether it would be preferable
for FEMA instead to perform its review
role in conjunction with ERA at the time
that ERA is considering the DOD
request.

B. ERA Evaluation of DOD Requestfor
Priority Rating

Under the proposed rules, ERA
promptly would review requests for
priority ratings to determine whether a
sufficient basis existed on which to
issue the requested rating and whether
the proposed supplier was capable of
supplying crude oil or petroleum product
in the amounts requested by DOD. This
determination would be based upon
consideration of several factors,
including: (1) whether DOD's national
defense needs for crude oil or petroleum
products can reasonable be satisfied
without exercising the authority
specified in these regulations; (2)
whether the historical supplier currently
is unable or unwilling td supply DOD's
crude oil or petroleum product
requirements; (3) whether other
suppliers are capable of providing the
supply; (4) whether the use of an
alternate crude oil or petroleum product
is economically or practically feasible;
and (5) other relevant information.

If ERA determines on the basis of the
information including in the request that
the priority supply to DOD of crude oil
or petroleum products is necessary, ERA
would immediately notify the proposed
supplier of DOD's request. The proposed
supplier would have a period specified
in the order, not to exceed fifteen (15)
days from the date on which it was
notified of DOD's request, to show cause
in writing why it could not supply the
quantity and quality of crude oil or
petroleum products requested. Existing
crude oil or petroleum product supply
contracts of the proposed supiplier with
other customers would not alone
consfitute sufficient cause for not
issuing the requested rating. A proposed
supplier's current refinery yield
fractions also would not'alone constitute
sufficient cause for not issuing the
requested rating.
C. Priority-Rated Supply Order

1. Issuance-Following ERA's
determination that the proposed supplier

or alternate supplier is capable of
supplying the requested crude oil or
petroleum products, ERA would issue to
DOD a priority rating to then be placed
by DOD on its supply order to the
appropriate supplier. A supplier
receiving a priority-rated supply order
would supply the quantity and quality of
crude oil or petroleum product
designated therein to DOD regardless of
the supply requirements of other
existing contracts not subject to a
priority rating, including contracts with
.DOD. Where supply obligations of the
supplier under other priority supply
orders create a conflict, ERA would
determine, in consultation with DOD
and the Federal Emergency
Management Agency, the priorities for
meeting all such requirements. Where
necessary or appropriate to promote the
national defense and where for any
reason a priority-rated supply order may
not be effective, the ERA would also be
authorized by the proposed regulations
to issue an order directly to a supplier to
supply appropriate quantities of crude
oil or refined petroleum product to orfor
the benefit of DOD.

A supplier who receives a priority
rating or directive could not use that
rating or directive in order to obtain any
materials necessary to comply with its
supply obligation thereunder.

2. Effect on Existing Cbnracts-The
DPA.provides that where compliance
with a priority-rated order requires a
supplier to alter or terminate existing
supply contracts, the supplier is not
liable for damages or penalties for
breach of such contracts, or other
damages directly or indirectly related to
the supplier's compliance with such
order, notwithstanding that such order
may thereafter be declared by judicial
or other competent authority to be
invalid. Accordingly, it is not necessary
for the proposed regulations to provide
procedures under which the ordered
supplier or its customers may recover
damages directly or indirectly related to
a priority-rated supply order.

Provision is also not made in these
proposed regulations for the means by
which suppliers that are required to
supply crude oil or petroleum product to
DOD under a priority order would
adjust their other existing supply
obligations to account for the supplies
provided to DOD. Such adjustments
would continue to be subject to the
requirements of the Uniform
Commercial Code and other applicable
laws or contract requirements.

3. Violations and Sanctions-Any
person who willfully violates any
provision of these regulations, or who
willfully furnishes false information,
would be subject to a fine of not more

than S1o,ooo, imprisonment for up to one
year, or both. Further, when in the'
judgment of the Administrator of ERA
any person has engaged or is about to
engage in any action which would
constitute a violation of these
regulations, the Administrator may seek
an injunction against such action in an
appropriate court.

1. Contraci Requirements

Under the proposal, no supplier would
be allowed to discriminate against
orders or contracts to which a priority is
assigned by charging higher prices, by
imposing terms and conditions for such
orders or contracts different from other
generally comparable orders or
contracts, or by any other means.
Contracts involving br arising out of
priority-rated supply orders would be
subject to all applicable laws and
regulations which govern the making of
such contracts, including those specified
in 10 CFR § 211.26(e).

E. Recording andReporthn
Requirements

Suppliers receiving priority-rated
orders or directives would berequired
to maintain, for two years from the date
of full compliance with such orders or
directives, complete records of all
deliveries made in compliance with the
orders or directives. Such records would
be required to be available for
inspection and audit at ERAs request.

IV. Comment Prdcedures

A. Written Comments

You are invited to participate in this
rulemaking by submitting views, data or
arguments with respect to the proposal
set forth in this Notice. Comments
should be submitted to the address
indicated in the "ADDRESSES'" section
of this Notice and should be identified
on the outside envelope and on
documents submitted with the
designation "Defense Production Act
Regulations" Fifteen copies should be
submitted. All comments received will
be available for public inspection in the
ERA Office of Public Information, Room
B-110, 2000 M Street, N.W., Washington,
D.C., between the hours of 8 a.m. and
4:30 p.m., Monday through Friday.
Comments should be received by
December 31,1979,4:30 p.m. in order to
be considered.

Any information or data you consider
to be confidential must be so identified
and submitted in writing, one copy only.
We reserve the right to determine the
confidential status of the information or
data and to treat it according to our
determination.
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B. Public Hearings
1. Requesting Opportunityfor.Oral

Statement. The time and place-for the
hearing are indicated in the "DATES"

* and "ADDRESSES" sections 'of this
Notice, If necessary to present all
testimony, the hearing will be continued"
to 9:30 a.m. of the next business day
following the first day of the hearing.'

Any person may make a written
request for an opportunity to make ai
oral presentation at the hearing. You
should provide a phone number where
you may be contacted through the day
before the hearing. •

If you are selected to be heard, you
will be so notified by the DOE before
4:30 p.m., November 30, 1979. You must
submit 100 copies of your statement '
before 4:30 p.m., December 5,1979 to the
address given above for requests to
speak, -

2, Conduct of the Hearing. We reserve
the right to select the persons'to be
heard at the hearing, to schedule their
respective preseitations, and to
establish the procedures governing the
conduct of the hearing. The length of
each presentation may be limited, based
on the number of persons requesting to
be heard.

An ERA official will be designated to
preside at the hearing, which will not be
adjudicative in nature. Questions may
be asked only by those conducting the
hearing. At the conclusion of all initial
oral statements, each person who has"
made an oral statement will be given the"
opportunity, if he or she so desires, to
make a rebuttal statement. T he rebuttal
statements will be given in the order in
which the initial statements were made
and will be-subject to time limitations.

You may submit questions to be asked,
of any person making a' statement at the
hearing. Such questions should be
submitted to the address indicated
above for requests to speak before 4:30
p.m. on the day prior to the hearing. If at
the hearing you decide that you would
like to ask a question of a witness, you
may submit the question, in writing, to
the presiding officer. In any case, the-
presiding officer will determine whether'
time limitations permit it to be presented

.for a response.
. Any further procedural rules needed'
for the proper conduct of the hearing
will be announced by the presiding
officer.

,Transcripts of the hearing will be
made and the entire record of the
hearing, including- the transcripts, will
be retained and made available for
inspection at theERA Office of Public
Informationi Room B-110, 2000 M Street,
N.W., Washington, D.C. between the.

,,hours of 8 a.m. and 4:30 p.m~i.Monday

'through Friday. Any person may , -
purchase a copy of the transcript froin
the reporter.
, In the event that it becomes necessary

for us to cancel the hearing, we will
make every effort to publish advance
notice in the Federal Register of such
cancellation. Moreover,.we will give
actual notice to all persons scheduled to
testify at the hearing. However, it is not
possible to give actual notice of •
cancellations or changes to persons'not
identified to us as participants.
Accordingly, persons desiring to attend
'the hearing are advised to contact DOE
on the last working day preceding the
date of the hearing to confirm that it will
beheld as scheduled.

V. Additional Maters
As required by section 7(a)(1) of the

Federal Energy Administration Act of
1974 (Pub. L 93-275), a copy of this
Notice has been submitted to the
Administrator of the Environmental'
ProtectionAgency (EPA). The
'Administrator does not forsee these
actions having an unfavorable impact on
the quality of the environment as related
to the duties and responsibilities of the
EPA.

-We currently are reviewing the effects
of these proposals on the quality of the
human environment and will perform
any environmentil analysis required by
the.National Environmental Policy Act
(NEPA, 32 U.S.C. 4321 et seq.) and the

-applicable DOE regulations for
compliance with NEPA.

ERA has determined that this
proposed rulemaking is not subject to
the provisions of Executive Order No.
12044 on Improving Government
Regulations (43 FR 12681,March 24,
1978), pursuant to the provisions in
section 6 of that Executive Order which
except regulations issued with respect to
military function of the United States
and regulations related to Federal
Government procurement..

-Pursuant to the requirements of
section 404(a) of the Department of
Energy Organization Act ("DOE Act,"
Pub. L. 95-91), this proposed rule has
been referred, concurrently with the
idsuance hereof, to the Federal Energy
Regulatory Commission for a
determination as to whether the
proposed rule might significantly affect
a function within the Commission's
jurisdiction under sections 402 (a)(1), (b)
and (c)(1) of the DOE Act. The
Commission will have until December
31, 1979, the scheduled close of public
comment period on the proposal, to'
make such determination.
(Emergency Petroleum Allocation At of 1973 ,
Pub.L: 93-159, as amended, Pub.'L 93-511, -
Pub. L. 94-99, Pub, L 94-133, Pub. L 94-163,

- and Pub. L 94-385; Federal Energy
Administration Act of 1974, Pub. L. 93-275, as
amended, Pub. L. 94-332, Pub. L. 04-305, Pub.
L. 95-70, and Pub. L. 95--1; Energy Policy and
Conservation Act, Pub. L 94-103 as amended,
Pub. L 94-385, and Pub. L. 95-70; Department
of Energy Organization Act, Pub. L 95-011':

•E.O. 12009,42 FR 462B7; Defense Production
Act, Pub. L. 82-774, as amended; E.O. 10480,
(18 FR 4939); E.O. 12038 (43 FR 4957); EO.
11790 (39 FR 23785)).

In consideration, of the foregoing,
Chapter II,.Title 10 of the Code of
Federal Regulations, is proposed to bo
amended by adding a new Part 221 ad
set forth below,

Issued In Washington, D.C., on October 20,
1979.
David 1. Bardin,
Administrator, Economic Regukatory
Administration,

1. Subchapt~r A of Chapter II, Title 10
of the Code of Federal Regulations Is
amended to add a new Part 221 as
follows:'

PART 221-PRIORITY SUPPLY OF
CRUDE OIL AND PETROLEUM
PRODUCTS UNDER THE DEFENSE
PRODUCTION ACT
Subpart A-General

Sec.
221.1 Scope.
221.2- Applicability.

Subpart B-Excluslons
221.11 Natural gas and ethane.

Subpart C-Definitlons
221.21 Definitiofis.

Subpart D-AdmInIstrative Procedures and
Sanctions
221.31 Requests by DOD.
221.32 EValuation of DOD requedt.
221.33 Order.
221.34 Effect of order,
221.35 Contractual requirements.
221.36 Recordi and reports.
221.37 Violations and sanctions,

Authority.-Defense Production Act, 50
U.S.C. App. 2061 et seq., E.O. 10480 (18 F.R,
4939, Aug. 18, 1953) as amended by EO, 12038
(43 FR 4957, Feb. 7,1978) and E.O. 11700 (39
FR 23785,'June 27,1074)

Subpart A-General

§ 221.1 Scope.

This Part sets forth the procedures to
be utilized by the Economic Regulatory
Adminisfration of the Department of .
Energy and the Department of Defense
whenever the priority supply of crude oil
and petroleum products is necessary or
appropriate to meet national defense
needs. The procedures available In this
Part are intended to supplement but not
to supplant other regulations of the ERA
regarding the allocation -of crude oil,
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residual fuel oil and refined petroleum
products.

§ 221.2 Applicability.

This Part applies to. the mandatory
supply of crude-off, residual fuel oil,
refined petroleum products (including
liquefied petroleum gases) and
lubricants to the Department of Defense
for its own use or for purchases made by
the Department of Defensb on behalf of
-other Federal Government agencies.

Subpart B-Exclusions

§ 221.11 Natural gas and ethane.
The supply of natural gas and ethane

are excluded from this Part

Subpart C-Definitions

§ 221.21 Definitions.
For purposes of this Part-
"Directive" means an official action

taken by ERA which requires a named
person to take an action in accordance
with its provisions.

"DOD" means the Department of
Defense, including Military Departments
and Defense Agencies, acting through
either the Secretary of Defense or the
designee of the Secretary.

'EA" means the Economic
Regulatory Administration of the
Department of Energy.

"National defense" means programs
formilitary and atomic energy
production or construction, military
assistance to any foreign nation,
stockpiling and space, or activities
directly related to any of the above.

"Person" means any individual,
corporation, partnership, association or
any other organized group of persons,
and includes any agency of the United
States Government or any other
government.

"Priority-rated supply order" means
any delivery order for crude oil or
petroleum products issued by DOD

'bearing a priority rating issued by ERA
under this Part.

"Supplier" means any person other
than the DOD which supplies, sells,
transfers, or otherwise furnishes (as by
consignment) crude oil or petroleum
product to any other person.
Subpart D-Administrative Procedures
and Sanctions

§ 221.31 Requests by DOD.
(a) When DOD finds that (1) a fuel

supply shortage for DOD exists or is
anticipated which would have a
substantial negative impact on the
national defense, and (2) the defense
activity for which fuel is required cannot
be postponed until after the fuel supply
shortage is likely to terminate, DOD may

submit a written request to ERA for the
issuance to it of a priority rating for the
supply of crude oil and petroleum
products.

(b) Not later than.the transmittal date
of its request to ERA, DOD shall notify
the Federal Emergency Management
Agency that it has requested a priority
rating from ERA.

Cc) Requests from DOD shall set forth
the following: (1) the quantity and
quality of crude oil or petroleum
products determined by DOD to be
required to meet national defense
requirements; (2) the required delivery
dates; (3) the defense-related activity
and the supply location for which the
crude oil or petroleum product is to be
delivered; (4) the current or most recent
suppliers of the crude oil or petroleum
product and the reasons, if known, why
the suppliers will not supply the
requested crude oil or petroleum
product;, (5) the degree to which it is
feasible for DOD to use an alternate
product in lieu of that requested and, if
such'an alternative product can be used,
the efforts which have been made to
obtain the alternate product; (6) the
period during which the shortage of
crude oil or petroleum products is
expected to exist; (7) the proposed
supply source for the additional crude
oil or petroleum products required,
which shall, if practicable, be the
historical supplier of such crude oil or
product to DOD; and (8) certification
that DOD has made each of the findings
required by paragraph (a) of this section.

§ 221.32 Evaluation of DOD request.
(a) Upon receipt of a request from

DOD for a priority rating as provided in
§ 221.31, it shall be reviewed promptly
by ERA. The ERA will assess the
request in terms of (I) the information
provided under § 221.31; (2) whether
DOD's national defense needs for crude
oil or petroleum products can
reasonably be satisfied without
exercising the authority specified in this
Part; (3) the capability of the proposed
supplier to supply the crude oil or
petroleum product in the amounts
required; (4) the known capabilities of
alternative suppliers; (5) the feasibility
to DOD of converting to and using a
product other than that requested; and
(6) any other relevant information.

(b) The ERA promptly shall notify the
proposed supplier of DOD's request for
a priority rating specified under this
Part. The proposed supplier shall have a
period specified in the notice, not to
exceed fifteen (15) days from the date it
is notified of DOD's request, to show
cause in writing why it cannot supply
the requested quantity and quality of
crude oil or petroleum products. ERA

shall consider this information in
determining whether to issue the priority
rating.

(c) If acceptance by a supplier of a
rated order would create a conflict with
another rated order of the supplier, it
shall include all pertinent information
regarding such conflict in its response to
the show cause order provided for in
paragraph (b] of this section, and ERA.
in consultation with DOD and the
Federal Emergency Management
Agency shall determine the priorities for
meeting all such requirements.

(d) ERA may waive some or all of the
requirements of § 221.31 or this section
where the Secretary of Defense or his
designee certifies, and has so notified
the Federal Emergency Management
Agency, that a fuel shortage for DOD
exists or is imminent and that
compliance with such requireinents
would have a substantial negative
impact on the national defense.

§221.33 Order.
(a) Issuance-If ERA determines that

issuance of a priority rating for a crude
oil or refined petroleum product is
necessary to provide the crude oil or
petroleum products needed to meet the
national defense requirement
established by DOD, it shall issue such a
rating to DOD for delivery of specified
qualities and quantities of the crude oil
or refined petroleum products on or
during specified delivery dates or
periods. In accordance with the terms of
the order, DOD may then place such
priority rating on a supply order.

(b) Compliance-Each person who
recdives a priority-rated supply order
pursuant to this Part shall supply the
specified crude oil or petroleum
products to DOD in accordance with the
terms of that order.

(cJ ERA directives-Notwithstanding
any other provisions of this Part, where
necessary or appropriate to promote the
national defense ERA is authorized to
issue a directive to 'a supplier of crude
oil or petroleum product requiring
delivery of specified qualities and
quantities of such crude oil or petroleum
products to DOD at or during specified
delivery dates or periods.

(d) Use of ratings by suppliers-No
supplier who receives a priority-rated
supply order or directive issued under
the authority of this section may use
such priority order or directive in order
to obtain materials necessary to meet its
supply obligations thereunder.

§ 221.34 Effect of order.
Defense against claims-for damages.

No person shall be liable for damages or
penalties for any act or failure to act
resulting directly or indirectly from
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compliance with any ERA authorized
priority-rated supply order or ERA:
directive issued pursuant to this Part,
notwithstanding that such priority-rated
supply order or directive thereafter be
declared by judicial or other competent
authority to be.invalid.

§ 221.35 Contractual requirements.

(a) No supplier may discriminate
against an order or contract on which a
priority rating has been placed under
this Part by charging higher prides, by
imposin~g terms and conditions for such
orders or contracts different from other
generally comparable orders or
contracts,, or by any other means.

(b) Contracts with priority ratings
shall be subject to all applicable laws
and regulations which govern the
making of such contracts, including
those specified in 10 CFR § 211.26(e).

§ 221.36 Records and reports.

(a) Each person receiving an order or
directive under this Part shall keep for
at least two years from the date of full
compliance with such order or directive
accurate and complete records of crude
oil and petroleum product deliveries
made in accordance with such order or
directive.

(b) All records required to be
maintained shall be made available
upon request for inspection and auditby
duly authorized representatives of the
ERA.

I § 221.37 Violations and sanctions.

(a) Any practice that circumvents or
contravenes the requirements of this
Part or any order or directive issued
under this Part is a violation of the
regulations provided in this Part.

(b) Criminal Penalties. Anyperson
who willfully-performs any act
prohibited, or willfully fails to perform
any act required by this Part or any
order or directive issued under this Part
shall be subject to a fine of not more
fhan $10,000 for each violation or
imprisoned for not more than one year
for each violation, or both.

(c) Whenever in the judgment of the
Administrator of ERA any pers'on has
engaged or is about to engage in any -

acts or practices which constitute or will
constitute a violation of any provision of
these reglations, the Administrator,
may make application to the apropriate,
court for an order enjoining such acts or
practices, or for an order enforcing
compliance with such provision.
[FR 06r. 79-3900 Filed 11-1-79; 8:45 am] -

BIING CODE 6450-01-M

FEDERAL TRADE COMMIS

16 CFR Part 13

[Docket 7845]

SION' "the difference
interconnection

The corrected
"These costs ar
difference betw

Arthur Murray, Inc.; Show Cause Order costs and those
With Analysgs To Aid Public Comment; purchasing utili
Correction not make such 1" ' 'generated an eq

In FR Doe. 79-3410-01-DM, appearing enertel orj
at page 58747 in the issue of Thursday, amount ofelect:
October 11, 1979, the following changes sources."
sh ould b e m ad e: . . . .

1. On page 58747, third column, ninth Kenneth F. Plumb
line, "of the public" should be changed Secretary.
to "of the purchasing public". [FR Doe 79-34044 F ed

2. On page 58748, second column, BILLING CODE 6404.C
under roman numeral IV, No. 2, fifth
line, "respond" is changed to read
"respondent". ENVIRONMENT

3. On page 58749, first column, fourth AGENCY
line, "franchises" should be changed to
read "franchisees". 40 CFR Part 52

4. On page 58749, first colunm, second
complete paragraph, No. 2, "a right to a [FRL 1350-7]
pro rata refund" should be changed to
read "a right to a full refund". Approval and P
BILLING CODE'155--01-M Implementation

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

18 CFR Part 292

[Docket No. RM79-55]

Small Power Production and
Cogeneration-Rates and Exemptions;
Correction

October 30, 1979.
AGENCY. Federal Energy Regulatory
Commission.
ACTION: Erratum Notice.

SUMMARY. This notice contains a
correction to-§ 292.108Mb of the,
Commission's proposed regulations in
Docket No. RM79-55, (44 FR 61190,
October 24,1979].
FOR FURTHER JNFORMATION CONTACT:-
-Adam Wenner, Executive Assistant to
the Associafe General Counsel; Federal
Energy Regulatory Commission, 825
North Capitol St., N.E., Washington, D.C.
20426, (202) 357-8171.
SUPPLEMENTARY INFORMATION: Note the
following correction in the
Commission's'proposed rule, entitled,
"Small Power Production and I
Cogeneration-Rates and Exemptions;"
issued October 22,1979 (44 FR 61190,,'
October 24,1979]:

(1) At44FR 61204 in the second..
sentence paragraph (b) of § 292.108,'
"Costs of Interconnection,' insert after
"to" and before "those" the following:

between the
costs and".

I sentence should road,
e limited to the
een the interconnectio
costs which the
ty would incur if it did
urchases but Instead
uivalent amount of
purchased an equivalent
tic energy from other. o

11-1-79;. 8:45 aml

*AL PROTECTION

romulgation of
I Plans-Ohio; Receipt

AGENCY. U.S. Environmental Protection
Agency.

.ACTION: Notice of Receipt and
Availability.

8UMMARY: This notice is to announce
receipt and availability for public ,

review of proposed revisions to specific
portions 6f the State Implementation
Plan (SIP) for Ohio.

Under the requirements of Part D of
the Clean Air Act, the State of Ohio on
July 27, 1079, submitted to the U.S.
Environmental Protection Agency
(USEPA) proposed revisions to its SIP. /
These proposed revisions are designed
to implement new measures for
decreasing the ambient concentrations
of carbon monoxide (CO) and ozone (03)
in the areas designated as not attaining
-the National Ambient Air Quality
Standards (NAAQS) for these
pollutants. The October 5, 1978 Federal
Register (43 FR 46015) contains a listing
of areas in Ohio not meeting National
Ambient Air Quality Standards for CO
and ozone.

A Notice of Proposed Rulemaking
describing the proposed revisions and
USEPA's intended rulemaking action
will be published in the Federal Register
at a later date.
DATES: See Supplementary Information,
ADDRESSES: The submittal may be
examined during normal business hours
at the following USEPA offices:
Public Information Reference Unit, Library

Systems Branch, U.S. Environmental
Protection Agency, 401 M Street, SW,
Washington, D.C. 20460.
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U.S. Environmental Protection Agency,
Region V, Air Programs Branch, 230 South
Dearborn Street, Chicago, illinois 60604.

In addition the revisions may be
examined at the offices of the:

Ohio Environmental Protection Agency, 361
West Broad Street Columbus, Ohio 43215.

WRITTEN COMMENTS SHOULD BE SENT
TO: Ms. Maxine Borcherding, State
ImpIem~ntation Plan Coordinator,
Region V, Air Programs Branch, U.S.
Environmental Protection Agency, 230
South Dearborn Street Chicago, Illinois
60604.
FOR FURTHER INFORMATION CONTACT.
Ms. Maxine Borcherding, State
Implementation Plan Coordinator, U.S.
Environmental Protection Agency,
Region V, Air Programs Branch, 230
South Dearborn Street. Chicago, Illinois
60604,( 312) 886-6052.
SUPPLEMENTARY INFORMATION: USEPA
is currently reviewing these proposed
revisions to the Ohio SIP. At the
completion of this review a notice will
be published in the Federal Register
proposing rulemaking action on these
proposed-revisions.

All interested persons are advised
that the proposed revisions are
available for review at the locations
listed above. The proposed rulemaking
notice referred to above will announce
the last day for public comment. This
public comment period will extend for
not less than 30 days from the date of
publication in the Federal Register of
USEPA's proposed rulemaking action.

Dated: October 22,1979.
John McGuire,
RegionalAdmimistrator.
IFR Dom M-40 Filed 1-1-7. 8:45 am]
BILLING CODE 6560-01-U

DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Office of the Secretary

41 CFR Parts 3-1 and 3-7

Procurement; Contract Clauses

AGENCY: Department of Health,
Education, and Welfare.
ACTION: Proposed rule.

SUMMARY: It is the pplicy of the
Department of Health, Education, and
Welfare that all meetings, seminars,
conferences, and other events sponsored
or held by the Department will be
accessible to persons with disabilities.
As a result, the Office of the Secretary,
Department of Health, Education, and
Welfare is proposing to amend its
procurement regulations to include

procedures and a contract clause to
assure minimum accessibility standards
when the Department contracts for the
provision of facilities, materials,
accommodations, or other services In
connection with a meeting, seminar,
conference, or other event.
DATE: Comments must be received on or
before December 17,1979.

Any person or organization wishing to
submit data, views, or comments
pertaining to the proposed amendment
may do so by filing them in duplicate
with the individual at the address listed
below.
ADDRESS- Send comments to Hal G.
Hubachek, Division of Procurement
Policy and Regulations Development,
Office of Grants and Procurement,
OASMB-OS, Room 539H, Hubert H.
Humphrey Building, Department of
Health, Education, and Welfare,
Washington, D.C. 20201.
FOR FURTHER INFORMATION COJNTACr.
Hal G. Hubachek, Division of
Procurement Policy and Regulations
Development, Office of Grants and
Procurement (202-245-6347).

Dated: October 23,1979.
E. T. Rhodes,
DeputyAssistant Secretaryfor Grants and
Procurement.

1. Under Subpart 3-1.3, General
Policies, of Part 3-1, General, the
following section is added, and the table
of contents for Part 3-1 is amended to
add the following:

Subpart 3-1.3--General Policies

Sec. 3-1.356 Accessibility of meetings,
conferences, and seminars to persons
with disabilities,

.Subpart 3-1.3-General Policies

§ 3-1.356 Accessibility of meetings,
conferences, and seminars to persons with
disabilities.

(a) It is the policy of HEW that all
meetings, seminars, conferences, and
other events will be accessible to
individuals with disabilities. For the
purposes of this policy accessibility is
defined as both physical access to
meeting, conference, and seminar sites,
and aids and services to enable
individuals with sensory disabilities to
fully participate in meetings,
conferences, and seminars.

The policy is applicable to all
procurements where the statement of
work requires the contractor to conduct
conferences, meetings, or seminars that
are open to the public or involve HEW
personnel, but not to ad hoc meetings

that may be necessary or incidental to
contract performance.

(b) The contracting officer shall be
responsible for including the clause
described in § 3-7.5026 in every
solicitation and resulting contract when
the statement of work requires the
contractor to conduct meetings,
conferences, or seminars.

(c) The project officer shall be
responsible for obtaining, reviewing,
and approving the contractor's plan,
which is to be submitted in response to
paragraph (a) of the clause described in
§ 3-7.5026. The project officer, prior to
approving the plan, shall consult with
the Office of Facilities Engineering, or
the Office of Regional Operations for
Facilities Engineering and Construction
in the region where the meeting,
conference, or seminar is to be held, to
assure that the contractor's plan meets
the accessibility requirements of the
clause.

2. Under Subpart 3-7.50, Special
Contract Clauses, of Part 3-7. Contract
Clauses, the following section is added,
and the table of contents for Part 3-7 is
amended to add the following:

Subpart 3-7.50--Special Contract Clauses

Sec.
3-7.5026 Accessibility of meetings,

conferences, and seminars to persons
with disabilities.

Subpart 3-7.50-Special Contract Clauses

§ 3-7.5026 Accessibility of meetings,
conferences, and seminars to persons with
disabilities.

The following clause is to be used in
accordance with § 3-1.356
Accessibility of Meetings, Conferences,
and Seminars to Persons With
Disabilities

The Contractor agrees as follows:
(a) Planning. The Contractor will

develop a plan to assure that any
meeting, conference, or seminar held
pursuant to this contract will meet or
exceed the minimum accessibility
standards set forth below. This plan
shall include a provision for ascertaining
the number and types of disabled
individuals planning to attend the
meeting, conference, or seminar. This
plan shall be submitted to the project
officer for approval prior to initiating
action.

(b) Facilities. Any facility to be
utilized for meetings, conferences, or
seminars in performance of this contract
shall be accessible to persons with
disabilities. The Contractor shall
determine, by an on-site inspection if
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necessary, that the following minimum
accessibility requirements are met, or
suitable modifications are made to meet
these requirements, before the meeting:

(1) Parking. (i) Where parking is ^
available on or adjacent to the site, one
12' wide space must be set aside for the
car of each mobility impaired attefidee'
The space need not be permanently
striped but maybe temporarily marked
by signs, ropes, or other means

satisfactory to carry out this provision.
(ii) Where parking is not available on

or adjacent to the site, valet parking or
other alternative means to assist a
person who has a mobility impairment
may be used. Alternative means must be
satisfactory in the judgment of the
Government project officer.

(2) Entrances. (i) "Entrances" shall
include at least one accessible entrance
from street/sidewalk level, and at least
one accessible entrance from any
available parking facility. ,
(it) The entrance shall be level or

accessible by ramp with an incline that
allows independent negotiation by a

* person in a wheelchair. In general, the
slope of the incline shall be no more
than 1" rise per-foot of ramp length-
(1:12").

(iii) Entrance doorways'(jamb to
jamb) shall lke at least 32" in width and
capable of operation bypersons with
disabilities. Revolving doors, regardless
of foldback capability, will not meet this
requirement.

(3) Meeting Rooms. (i) Meeting room
access from the main entrance area
must be level or at an independently
negotiable incline (approximately 1:12")
and/or served by elevators from the
main entrance level. All elevators shall
be capable of accommodating a
wheelchair 29" wide by 45" long.

(ii) Meeting rooms shall be on one
level or, if on different levels, capable of
being reached by elevators or by ramps
that can be independently negotiated by
a person in a wheelchair. Doorways
(jamb to jamb) to all meeting rooms
shall be at least 32" in width.

(iii) The interior of the meeting room
shall be on one level or ramped so as to
be independently negotiable for a
person in a wheelchair. -

(iv) Stages, speaker platforms, etc.
which are to be used by persons in
wheelchairs must be accessible by
ramps or lifts. When used, the ramps
may not necessarily be independently
negotiable if space does not permit.
However, any slope over 1:12" must be
approved by the project officer. Each'
case is to be judged on its own merit.

(v) If a meeting room with fixed
seating is utilized, seating arrangements
for persons in wheelchairs shall be

made so that these persons are -
accommodated into the group rather
than isolated on the perimeter of the
group.

(4) Restrooms. (i) Restrooms shall
have level access, signs indicating
accessibility, and doorways (jamb to
jamb) at least 32" wide.

(ii) Sufficient turning space within
restrooms shall be provided for
independent use by a person in a
wheelchair 29" wide by 45" long. A
space 60" by 60" or 63" by 56" is -

" acceptable by standard; other layouts
will be accepted if it can be
demonstrated that they are usabe as
indicated.,

(iii) There will be a restroom for each
sex with at least one toilet stall capable
of accommodating a wheelchair 29"
wide by 45" long (by standard, the
minimum is 3'-0" by 4'-8") with
outswinging doors or privacy curtains.
Wall mounted or free standing grab bars
are required.

(iv) When separate restrooms have
* been set up for mobility impaired

persons, they shall'be located adjacent
to the regular restrooms and shall be'
fully accessible.

(5) Eating Facilities. (i) Eating
facilities in the meeting facility must be
accessible under the same general *
guidelines as are applied to meeting
rooms.

(ii) If the eating facility is a cafeteria,
the food service area (cafeteria line)
must allow sufficient room for
independent wheelchair movement and
accessibility to foodfor persons in
wheelchairs.

(6) Overnight Facilities. If overnight
accommodations are required:

(i) Sufficient accessible guest rooms to
accommodate each attendee who is
disabled shall be located in the facility
where the meeting, conference, or
seufiinar is -held, or in a facility housing
the other attendees which is
conveniently located nearby, whichever
is satisfactory to the project officer.

(ii) Overnight facilities shall provide
for the same minimum accessibility
requirements as the facility utilized for
the meeting, conference, or seminar. In
addition, guest room access, from the
main entrance area shall be level, '
ramped at an independently negotiable
incline (1:12"), and/or served by
elevators capable of accommodating a
wheelchair 29" wide by45" long.

(iii) Doorways Gjamb to jamb) to guest
rooms, including the doorway to the
bathroom, shall be at least 32" wide.

(iv) Bathrooms shall have wall
mounted or free standing grab bars at
the tub and water closet.

(v) Guest rooms for persons with a
disability shall be provided at the same
rate as a guest room for other attendees,

(c) Provision of Services for Sensory
Impaired Attendees. (1) The Contractor,
in planning the meeting, shall prepare an
announcement(s) and other material(s)
indicating that services will be made
available to sensory impaired persons
attending the meeting, if requested
within three (3) days of the date of the
meeting, conference, or seminar. The
announcement(s) and other materal(s)
shall indicate that sensory impaired
persons may contact a specific
person(s), at a specific address and
phone number(s) to make their service
requirements known. Phone number(s)
shall include a teletype number for the
hearingimpaired.

(2) The Contractor shall provide, at no
cost to the individual, those services
required by persons with sensory
impairments to assure their complete
participation in the meeting, conference,
or seminar,

(3) As a minimum, when requested In
advance, the Contractor shall provide
the following services:

(i) For hearing impaired persons, note
takers or trained interpreters. Provisions
will also be made for volume controlled
phone lines and, if necessary,
transportation to teletype equipment to
enable hearing impaired individuals to
receive and send meeting related caUlls,
Also, the meeting rooms will be
adequately lighted for signing by
interpreters to be easily seen,

(ii) For vision impaired persons,
readers and/or cassette materials, as
necessary, to enable full participation,
Also, meeting rooms will be adequately
lighted.

(iii) Agenda and other conference
material translated into a usable form
for'visually and hearing impaired
individuals. This will be available to
them upon arrival.'

(4) The Contractor is responsible for
making every effort to ascertain the
number of sensory impaired individuals
who plan to attend the meeting,
conference, or seminar. However, if It
can be-determined that there -will be no
sensory impaired persons (deaf and/or
blind) in attendance, the provision of
those services under paragraph (c) for
the nonrepresentative group, or groups,
is not required.
JFR Dor. ?9-33930 Filed 11-1-70; &.43 ami
BILLING CODE 41ID-12-M

Feder al Register I Vol. 44, No. 2:14 /Friday, November 2,
1979 1 Proposed Rules"63116
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FEDERAL EMERGENCY
MANAGEMENT AGENCY

Federal Insurance Administration

44 CFR Part 67

[Docket No. FI-54601

Proposed Flood Elevation
Determinations for the Village of
Louisville, Cass County, Nebr.; Under
the National Flood Insurance Program;
correction

AGENCY: Federal Insurance
Administration, FEMA.
ACTION: Correction of proposed rule.

SUMMARY:. This document corrects a
proposed rule on base (100-year) flood
elevations that appeared on page 44 FR
27179 of the Federal Register of May 9,
1979.
EFFFECTIVE DATE: May 9,1979.

FOR FURTHER INFORMATION CONTACT.
Mr. R. Gregg Chappell, National Flood
Insurance Program, Room 5150, 451
Seventh Street, SW., Washington, D.C.
20410, 202-426--1460 or Toll Free Line
800-424-8872.

The following:.

Elevation
in feet.

-"eof soodirg Location national
-geodetic

vertical datum

M reek 0.04 mie downstream of 1,035
Second Street.

,1.27 mle upstream of Sixh 1.066
'Street.

1.36 mile upstream of Sixth 1.069
Street

Trfestay to VAl Greek 0296 mie upstream from 1.083
Eim Stree.

- 0.418 ne upstream from 1.093
'Em Street.

Should Be Corrected To Read:
.0 Qeek_ 0.04 mile downstream of 1.036

Second Street
1.09 Mle upstream of Sxth 1.066

Street.
1.38 mi e upstre m of Sxth 1.069

Street
Tr b ty to M Cree 0.305 mie upstream from 1.083

Elm StreeL
0.425 roe upstream from 1.093
Elm Street.

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development Act
of 1968), effective January 28,1969 (33 FR
17804, November28,1968], as amended (42
U.S.C. 4001-128]; Executive Order 12127,44
FR 19367; and delegation ofnuthority to
Federal Insurance Administrator, 44 FR
20963)

Issued September 7.1979.
GloxiaM Jimenez,
Federal Insurance Administrator.
[FR 1o ,7-33970 Filed &--845 sam]
B:LtNG COOE 6718-03-M ,

44 CFR Part 67

[Docket No. FI-5313]

Revision of Proposed Flood Elevation
Determinations for the Town of Derry,
Rockingham County, N.H. Under the
National Flood Insurance Program

AGENCY: Federal Insurance
Administration, FEMA,
ACTION: Proposed rule.

SUMMARY: Technical information or
comments are solicited on the proposed
base (100-year) flood elevations listed
below for selected locations in the Town
of Derry, Rockingham County, New
Hampshire.

Due to recent engineering analysis,
this proposed rule revises the proposed
determinations of base (100-year) flood
elevations published in 44 FR 20213 on
April 4,1979, and in the Derry Ne;vs.
published on or about April 5,1979 and
April 12,1979, and hence supersedes
those previously published rules.
DATES: The period for comment will be
ninety (90) days following the second
publication of this notice in a newspaper
of local circulation in the above-named
community.
ADDRESSES: Maps and other information
showing the detailed outlines of the
flood-prone areas and the proposed
flood elevations are available for review
at Office of the Building Inspector, Town
Offices, 48 East Broadway, Derry, New
Hampshire.

Send comments to: Mr. Donald
Bentley. Chairman, Board of Selectmen.
Town of Derry, Town Offices, 48 East
Broadway, Derry, New Hampshire
03038.
FOR FURTHER INFORMATION CONTACT:.
Mr. R. Gregg Chappell, National Flood
Insurance Program, 202-755-5581 or Toll
Free Line (800) 424-8872, Room 5148,451
Seventh Street, SW., Washington, D.C.
20410.
SUPPLEMENTARY INFORMATION: Proposed
base (100-year) flood elevations are
listed below for selected locations in the
Town of Derry. New Hampshire, in
accordance with section 110 of the Flood
Disaster Protection Act of 1973 (Pub. L
93-234), 87 Stat. 980, which added
section 1363 to the National Flood
Insurance Act of 198 (Titfe XM of the
Housing and Urban Development Act of
1968 (Pub. L 9-448), 42 U.S.C. 4001-
4128, and 44 CFR 67.4(a)).

These base (100-year) flood elevations
are the basis for the flood plain
management measures that the
community is required to either adopt or
show evidence of being already in effect
in order to qualify or remain qualified

for participation In the National Flood
Insurance Program (NFIP).

These modified elevations will also be
used to calculate the appropriate flood
insurance premium rates for new
buildings and their contents and for the

- second layer of insurance on existing.
buildings and their contents.

The proposedbase (100-year) flood
elevations are:

#Depth fin feet.
above gcurd.

SO=- of soodav Loc3on " "eevation in
feet N)

Bev BIk - trstsa tw- m 93 75 feet
ups-remn from ceser?.ie

8,7--on a.x 1.tMaze Railroad
Z0 feet upstream from

E1st Gerr Ro3d 50 feet

L ar Bawr LaA Va m 100
feet dc t strs-n fron

Sfrctds E~vo&.. 13.==eto arA Maran Ratroad
(r's crmsstrg) 50 feet
tpam6=ro m uru-

Foliam Foad 40 fmee
upstream from c!rtr.

Gsto ard &!ehw R&Da
(e-cond Rosa 0 75 fet

SreetA 50 feet Litkaam
Mrm ce~rane.

-aerer Road 10 feet
tjsfream fromn ce.-eraw-e

Scoie Pond Rad 50 feet
upltnem fr-m certMine.

Lur~c,-,derr T-xn" 75
feet 10tram fre=

Toes 6 y Ei-rence ShRaet 10 feet
upsteai fr-m canu:ae.

- est M OaTj 20 feet
tv farom ceedo

p?,-r= Street 10 feet
ups"rel-m frm cuere

Tr±~arj 0 U. = -ed Road 10 feet
tP~tre3n Eron cefeid

Tibr troio .... sst._ Road 10 fedt
re R. 7 foet c.fst am

TgePcft Road 10 log
ups raam from oavrRU.

-eer a"- Road 20 feet
uptera fro men m a0

Bask lResar Roa 20 feet
upafream froen cenar.

Trbrtaj G 11. ReduIu~m Itad 25 feet
tpstream Ernm cenearrne.

Sur-setI Avenue (secndt
cr3jsg 25 fee upstream
from oM-ZI'rre.

Rn= oad (second

cepraa
Wjxia.,, Road (seo.A

croSILV 13 feet upsamn
Or=m crrter2re.

aosxg) 50 fEet r4pxean

Draw R33:1 75 faet :pstream
hrnm care.%e.

TaY't 9wok Nor*a Shx Road 2D feet
gnass jSnBaLrd rtrs- from cen~ertre
Pond).

U3-ad P"n Ro-ad (Wes
cr-ss_:) so feetupsteam
fom CntrEfr

LoerSatarl Pran O 20

feet tgrsomam tzro

fetareamf

UgPW'az Pon Den 10
feet

"236

'244

'251

"235

'2F4

"276

"291

307

1352
"359

'379

*241

"247

'253

"239

"293

'294

.P96

'32

.265

'2m0

*314

'211

'214

*242

63117
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*296

#Depth In feet,
above ground,

Source of flooding Location. *,elevation In
feet (NGVD)

Island Pond Road (third ,
crossing) 20 feet upstream
from centerline.

Tributary H........... Abandoned Railroad Bed 50
feet upstream from
c "entedine.

Hampstead Road 40 feel
upstream from centerline.

Cdnnlngharn Brook.... Abandoned Railroad Bed 25
feet upstream from

centedine.
Hampstead Road 25 feet

dovmstream from
centerline.

Hampstead Road 20 feet
upstream from centerline.

Adams Pond ..... Adams Pond Dam upstream
face.

Beaver Lake.:........ 300 feet northwest of
Intersection of Beaver
Lake Avenue and Pond
Road.

Lower Beaver Lake.... Lower Beaver Lake Dam.
upstream face.

Island Pond -....... 300 feet northeast of
Intersection of Stickney
Road and Escumbuit
Avenue.

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development Act
of 1968), effective January,28, 1969 (33 FR
17604, November 28,1968), as amended; (42
U.S.C. 4001-4128);-Executive Order 12127, 44
FR 19307; and delegation of authority to
Federal Insurance Administrator, 44 FR
20963)

Issued: September 14, 1979.'
Gloria M. Jimenez,
Federal Insurance Administrator.
[FR Dec. 79-33971 Filed 11-1-79.8:45 am]"
BILUNG CODE 6718-03-M

44 CFR Part 67

[Docket No. FI-56031

National Flood Insurance Program;
Proposed Flood Elevation
Determinations; 6orrec-tion

AGENCY: Federal insurance
Administration, FEMA.
ACTION: Correction to propose rule for
the Borough of Tremont, Schuyldll
County, Pennsylvania.,

SUMMARY; The notice published on June
28, 1979, at 44 FR 37640 in the Federal
Register duplicating the location of
"North Pine Street-Upstream" under
Good String Creek was a clerical error.
It should be listed a single time with a
corresponding elevation 'of 778,feet.
FOR FURTHER INFORMATION CONTACT:
Mr. Robert G. Chappell, National Plood
Insurance Program, (202) 426-1460 or
Toll Free Line (800) 424-8872, (In Alaska
and Hawaii call Toll Free Line (800) 424-
9080), Room 5150, 451 Seventh Street
SW., Washigton, D.C. 20410.
(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development Act
of 1968), effectve January 28,'1969 (33 FR

17804, November 28,1968), as amended; (42
U.S.C. 4001-4128); Executive Order 12127,44
FR 19367; and delegation of authority to
Federal Insurance Administrator, 44 FR
2963)
Issued. October 4, 1979.
Gloria M. Jimenez;
Federal Insuran'ce Administrator.
[FR Dec. 79-33972 Filed 11-1-79; 8:45 ami

BILLING CODE 6713-03-M

44 CFR Part 67

[Docket No. FI-28851

•327 Proposed Flood Elevation.
.290 Determinations for Town of Lyndon,

Caledonia County, Vt., Under the
National Flood Insurance Program;

•289 Correction
"207 AGENCY: Federal Insurance

Administration, FEMA.
ACTION: Correction of propQsed rule.

SUMMARY: This document corrects a
proposed rule on base (100-year) flood-
elevations that appeared on page 25441
of the Federal Register of May 17, 1977.
EFFECTIVE DATE: May 17,1977.
FOR FURTHER INFORMATION CONTACT:.
Mr. 'R. Gregg Chappell, National Flood
Insurance Program, (202) 426-4460 or
Toll Free Line (800) 424-8872, Room',
5148, 451 Seventh Street SW.,
Washington, D.C. 20410.

-Thefollowing corrections are made:

Elevation
in feet,

Source of flooding Location, national
geodetic

vertical datum

Passumpec River.... Canada Pacific Railroad 689
Bridge.

U.S. Route 5-7S feet 707
upstream from centerline.

Center StreeL........... 708
U.S. Route 5-100 feet 709

downstream from
centerline.

Vermont Route 114-100 711.
feet downstream from
centerline.

Canada Pacific Railroad 716
Bridge.

Vermont Route 114-25 feet 717
downstream from
centerline.

Town Highway 3.......... 718
Town Highway 40. .... 741

;Vermont Route 114...... - 752
Calendar Brock.___. U.S. Route 4-475 feet 735

upstream from centerline.
Hawtkns Brook..-,. Town Highway 69-275 feet " 687

upstream from centerline.
Town Highway 6-100 feet 706

downstream from
centerine.

- Millers Run--~.,.-' Interstate Highway,1 ..... 714
TownHighway31 ..- 718

%Vheeock Branch ,Town Highway 1 . '708
Brook.

Cross Street-150 feet
upstream from centedide.

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development Act
of 1968), effective January 28, 1969 (33 FR

17804, November 28,1968), as amended (42
U.S.C. 4001-4128); Executive Order 12127, 44
FR 19367; and delegation of authority to
Federal Insurance Administrator, 44 FR
20963)

Issued: August 29,1079.
Gloria M. Jimenez,
Federal Insurance Administrator.
[FR Dec. 79-33973 Fled 11-1-79; 8:43 am]
BILING CODE 6718-03-M

44 CFR Part 67

[Docket No. FI-46131

Revision of Proposed Flood Elevation
Determinations for the Town of
Rumford, Oxford County, Maine; Under
the National Flood Insurance Program

AGENCY: Federal Insurance
Administration, FIA.
ACTION: Proposed role.

SUMMARY: Technical information or
comments are solicited on the proposed
base (100-year) flood elevations listed
below for selected locations in the Town
of Rumford, Oxford County, Maine.

Due to recent engineering analysis,
this proposed rule revises the proposed
determinations of base (100-year) flood
elevations published in 43 FR 47209 on
November 13,1978, and in the Lewiston
Daily-Sun, published on or about
October 5, 1978, and October 0, 1970,
and hence supersedes those previously
published rules.
DATES: The period for comment will be
ninety (90) days following'the second
publication of this notice in a newspaper
of local circulation in the above-named
community.
ADDRESSES: Maps and other information
showing the detailed outlines of the
flood-prone areas and the proposed
flood elevations are available for review
at Town Office, Rumford, Maine.

Send comments to: Mr. Howard
White, Chairman, Board of Selectmen,
Town of Rumford, Town Office,
Rumford, Maine 04276.
FOR FURTHER INFORMATION CONTACT:
Mr. R. Gregg Chappell, National Flood
Insurance Program, (202) 755-5581 or

- Toll Free Line (800) 424-8872, Room
5148,451 Seventh Street SW.,
Washington, D.C. 20410.
SUPPLEMENTARY INFORMATION: Proposed
base (100-year) flood elevations are ,
listed below for selected locations In the
Town of Rumford, Maine, in accordance
with section 110 of the Flood Disaster
Protection Act of 1973 (Pub. L. 93-234),
87 Stat. 980, which added section 1303 to
the National Flood Insurance Act of
1968 (Title XI of the Housing and
Urban Development Act of 1968 (Pub. L,
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90-448), 42 U.S.C. 4001-4128, and 44 CFR
67.4(a)).

These base (100-year) flood elevations
-are the basis for the flood plain
management measures that the
community is required to either adopt or
show evidence of being already in effect
in order to qualify or remain qualified
for participation in the National Flood
Insurance Program (NFIP).

These modified elevations will also be
used to calculate the appropriate flood
insurance premium rates for new
buildings and their contents and for the
second layer of insurance on existing
buildings and their contents.

The proposed base [100-year) flood "
elevations are:

Eievati n
in feet.

Sx-ce of soodig tzation naional

veric datum

Anftscog River-. Rd6mlnfle Bridge-100 feet '436
upstream from centerime.

Rumford Avenue "441
footbridge-50 feet
upstream from centerlrie.

OCisholm Sride feet *460
upstream from centerline.

Morse sddge-2:0 feet *495
upstream from centerdn.

High Bddge-50 feet *612
upstream from centerfine.

Martn Bidge-20 feet 625
upstrem from centefne.

S.zft L rvL_ Red Bridge-20 feet "441
upistream from-center'ee.

Cofuenoe with Scotty "452
Brook.

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development Act
of 1968), effective January 28,1969 (33 FR
17804, November 28,1968), as amended; 42
U.S.C. 4001--4128; Executive Order 12127,44
FR 19367; and delegation of authority to
Federal Insurance Administrator, 44 FR
20 3)

Issued: August 29,1979.
Gloria X. Jimenez,
Federal Insurance Administrator.
fFR Dc. - Filed 11-1-79; &:45 am)
BILMG CODE 6718-03-U

44 CFR Part 67

[Docket No. F1-5545]

Revision of Proposed Flood Elevation
Determinations for the Unincorporated
Areas of Johnson County, Kans.;
Under the National Flood Insurance
program
AGENCY: Federal Insurance
Administration, FEMA.
ACTION: Proposed rule.

SummARY: Technical information or
comments are solicited on the proposed
base (I00-year) flood elevations listed
below for selected locations in the

Unincorporated Areas of Johnson
County, Kansas.

Due to recent engineering analysis,
this proposed rule revises the proposed
determinations of base (100-year) flood
elevations published in 44 FR 34159 on
June 14,1979, and in the Olathe Daily
News published on or about June 20,
1979, and June 27,1979, and hence
supersedes those previously published
rules.
DATES: The period for comment will be
ninety (90) days following the second
publication of this notice in a newspaper
of local circulation in the above named
community.
ADDRESSES' Maps and other information
showing the detailed outlines of the
flood-prone areas and the proposed
flood base (100 year) elevations are
available for review at the County Court
House, Olathe, Kansas. Send comments
to: Mr. John J. Frankie, Chairman,
County Commissioners, Johnson County,
County Court House, Olathe, Kansas
66061.
FOR FURTHER INFORMATION CONTACT.
Mr. R. Gregg Chappell, National Flood
Insurance Program, (202) 426-1460 or
Toll Free Line (800) 424-8872 (in Alaska
and Hawaii call Toll Free Line (800) 424-
9080), Room 5150,451 Seventh Street
SW., Washington, D.C. 20410.
SUPPLEMENTARY INFORMATION: Proposed
base (100-year) flood elevations are
listed below for selected locations in the
Unincorporated Areas of Johnson
County, Kansas, in accordance with
section 110 of the Flood Disaster
Protection Act of 1973 (Pub. L. 93-234),
87 StaL 980, which added section 1363 to
the National Flood Insurance Act of
1968 (Title XIII of the Housing and
Urban Development Act of 1968 (Pub. L.
90-448). 42 U.S.C. 4001-4128, and 44 CFR
67.4(a)].

These base (100-year) flood elevations
are the basis for the flood plain
management measures that the
community is required to either adopt or
show evidence of being already in effect
in order to qualify or remain qualified
for participation in the National Flood
Insurance Program (NFIP).

These modified elevations will also be
used to calculate the appropriate flood
insurance premium rates for new
buildings and their contents and for the
second layer of insurance on existing
buildings and their contents.

The proposed base (100-year) flood
elevations for selected locations are:

in feet.
So'.ma of ro- Lo:aron roageodetc

vertcaf datum

Kwss Rt..__. 0"ar-srn coztj 766

AM.ut 0.5 mo denstnmt 772
Of fte Alci30(%Topeka &swft Fe R&1,W.

Sta= Fe RaKway.

.ut downaxn of 790
WjIdrbea Street fId.

Abc..O i s Lps-eam of 795
Wrrdc&ta Street bridge

ETpSkae., cou*l otadary. 7913
KG Ceek ... . psr e-m of old Sta!e 790

K-rmx 10.
At Q.tj of DeSoto sou-em 792

8io Re . About 1,3 trias doswam 867
ol Y-uth Road.

, pot U=am of Kenrwtet 874
Moad.

A Atrt.i 1.9 rr-.s upstr am of e8
vct:e21 Road.

J..upstea o VrVCuri 88s
Pa.-:'- R31Dad.

J= drowztrean of Metoaf 837
Airerue.

.Ra doeant am of U.s. 901
1
2
ta2 63.

Fdral CrcIks. .n Alc.nitcao Sata Fe 99
La Trutxy.

.f'z- L7=3re3m o U.S. 968
e rM S&

ACt 1.1 C0 LuettUpsteam of 987
Edetn U=% Road.

(National Flood Insurance Mt of1968 (Title
XI11 of Housing and Urban Development Act
of 1968]. effective January 28.'1969 [33 FR
17804. November M 81968) as amended 42
U.S.C. 4001-4128 Executive Order 12127,44
FR 197; and delegation of authority to
Federal Insurance Administrator, 44 FR
20963)

Issued: September 14. 1979.
GloriaM. imeez
FcderlCY: u=eAdira &stratr.
IFR 0= 7-an. Fad 11- .. &43 am]

TIuO CODE io643w p d

44 CFR Part 67

[Docket No. F-5=17e

Proposed rlood Elevation
Determinations for the Town of
Watertown, Middlesex County, Mass.,
Under the National Flood Insurance
Program; Correction
AGENCY. Federal Insurance
Administration. FEMA.-
ACTION: Correction of propoged rule.

SUMMARY' This documient corrects a
proposed rule on base (100-year) flood
elevations that appeared on page 44 FR
25880 of the Federal Register of May 3,
1979.
EFFECTIVE DATE: May 3,1979.
FOR FURTHER tNFRMATION CONTACT.~
Mr. R. Gregg Chappell, National Flood
Insurance Program. (202] 426>-1460 or
Toll Free Line O-424-W82. Room 5150,

I' II

63119
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451 Seventh Street, SW., Washington,
D.C. 20410..

The following: -

Elevation
in feet

Source of flooding, Location (national
geodetic

vertical datum)

Charles River ............ 0.30 miles'downstream of 16

Bridge Street.

Should be corrected to read:
Chares River........0.2 mPe downstream of 16

Bridge StreeL

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development Act -
of 1968), effective January 28, 1969 (33 FR
17804, November 28,1968), as-amended (42
U.S.C. 4001-4128); Executfve Order 12127, 44
FR 19367; and delegation of atithority to
Federal Insurance Administrator, 44 FR
20963]

Issued: September 4, 1979.
Gloria M. Jimenez,
Federal Insurance Administrator.
[FR Dec. 79-33968 Filed 11-1-79;8:45 aml
BILLING CODE 6718-03-M

44 CFR Part 67'

[Docket No. FI-5104]

Proposed Flood Elevation
Determinations for Annexed Areas in
the City of Glendive, Dawson County,
Montana, Under the National Flood
Insurance Program
AGENCY: Federal Insurance
Administration, FEMA."
ACTION: Proposed rule.

SUMMARY: Technical information or
comments are solicited on the proposed
base (100-year) flood elevations listed
below, for selected locations in the
annexed areas of the City of Glendive,
Dawson County, Montana.

Due to recent annexations, this
proposed rule augments the proposed
determinations of base (100-year) flood
elevations published in 44 FR 7162 on
Tuesday, February 6, 1979, and in The
Ranger Review on or about February 1,
1979, February 8, 1979, and on July 19,
1979, and hence adds to those
previously published rules.
DATES; The-period for comment will be
ninety (90) days following the second
publication of this notice in a newspaper
of local circulation in the above-named-
community.
ADDRESSES: Maps and other information
showing the'detailed outlines of the
flood-prone areasand the proposed
flood elevations for the entire
community including the annexed areas
are available for review at the City H-all,
300 South~derilliGlendive, Montana.

Send comments to: Mayor L. C. Allen,
City of Glendive, City Hall, Box 780,
Glendive, Montana 59330.
FOR FURTHER INFORMATION CONTACT:
Mr. Richard Kfini; Natidnal Flood
Insurance Program, (202) 755-5581 or
Toll Free Line (800)B424-8872, Room
5270, 451 Seventh Street;'S.W.,
Washington, D.C. 20410..

SUPPLEMENTARY INFORMATION: Proposed
base (100-year.) flood elevations are
listed below for selected locations in the
annexed areas of the City of Glendive,
Montana, in accordance with section
110 of the Flood Disaster Protection Act

,'of 1973 (Pub. L. 93-234), 67 Stat. 980,
which added section 1363 to the
National Flood insurance Act of 1968
(Title XIII of the Housing and Urban.,
Development Act of 1968 (Pub. L. 90-
448), 42 U.S.C. 4001-4128, and 44 CFR
67.4(a)).

These base (100-year) flood elevations
in addition to those published
previously are the basis for the flood
plain management measures that'the
community is required to either adopt or
show evidence of being already in effect
in order to qualify or remain qualified
for participation in the National Flood
Insurance Program (NFIP). '

These addiItional elevations will also
be used to calculate the appropriate
flood insurance-premium rates for new
building and their contents and for the
second layer of insurance on exising
buildiffgs and their contents.

The additional propo'sed base (100
year) flood elevations are:

Eevati
in fee

Source of flooding Location natior
geode

vertical d

Yellowstone.River.- The comer of the corporate
limits-formed by the low
water mark of the
Yellowstone River and the

- A North sect6n line of
Section 24. T16N, R55E
(Approximately 800 feet

-west of the north end of
-the County Fargrounds).

Appoximately 3000 feet
west along Bell Street from
its intersection with Clough
Street,-then 1000 feet
southwest along an
unnamid road,.

(National Flood Insurahce'Act of 1968 (Title
XIII of Housing'and'Urban Development Act
of,1968). effective iansaj 2,i969 (33 FR
17804, November 28,1968), as amended (42
U.S.C. 4001-4128; Executive Order 12127, 44
FR 19367; and delegation'of authority to
Federal Insuriance Administiator,'44 FR
20963)

. Issued: August 24, 1979.
Gloria M. Jimenez,
Federal Insurance Administrator.
[FR Dec. 79-33969 Filed 11-1-79: 845 ttam

BILLING CODE 6718-03-1l

DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Social Security Administration

45 CFR Part 405

Aid to Families With Dependent
Children; Calculating Reduction in
Federal Financial Participation for
Incorrect Payment by States After
September 1980

Corrections

In FR Doc. 79.29693 appeailng at page
55318 in the issue for Tuesday,
September 25, 1979; make the following
corrections:

1. On page 55318, third column, in the
second line of the section heading for
§ 205.42, insert "("before" FFP)".

2. On page 55319, second column,
sixth line of paragraph (f, the word "to"
after "State" should read "for" and In
the twelfth line of that same paragraph,
the word"'taget" should read "target";
and in the fourth full paragraph
beginning with the word "Therefore", in
the third line of that paragraph, insert
the following after "4 percent": "(0.4
times 10 percent, for the first 6-month
period) plus 5.4 percent".

3. On page 55319,, third column, fourth
line from the bottom, the word "of'
should read "to".
BILLING CODE 1505-O1-M

gUo NATIONAL FOUNDATION ON THE
atum ARTS AND THE HUMANITIES

2060 45 CFR Part 1152

Nondiscrimination on the Basis of Age;
Extension of Comment Period
'AGENCY: National Endowmeiit for the
Arts.

26 ACTION: Notice to extend comment
period.

SUMMARY: The National Endowment for
the Arts published proposed regulations
under the Age Discrimination Act of
1975, 42 U.S.C. 6101 et seq. in the
Federal Register, October 2, 1979, 44 FR
56725, (1979). The notice statea that
comments regarding the proposed
regulations were to be submitted to the
agency on or before November 15, 1979.
It has been brought to our attention that
the comment period specified In the
proposed regulations would not afford

on
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the public at least 60 days to comment in
accordance with Executive Order 12044.
Consequently, the period-for public
comment has been extended to
December 15,1979. Comments regarding
National Endowment for the Arts
proposed Age Discrimination Act
regulations, 44 FR 56725, (1979) are
invited from other Federal agencies and
the public.
DATE: Comments should be received on
or before December 15,1979.
ADDRESSES: Comments should be
submitted in writing to Susan Liberman.
Assistant to the General Counsel,
National Endowment for the Arts, 2401
E Street NW, Washington, D.C. 20506.
FOR FURTHER INFORMATION CONTACT!
Garrett M. Johnson, Office of the
General Counsel, National Endowment
for the Arts, 2401 E Street NW,
Washington, D.C. 20506, 202/634-6588.

Dated: October 30,1979.
Livingston L. Biddle, Jr.,
Chairman, Natfonal Endowmentfor the Arts.
[FR Doc. 79-3399 Filed 11-1-79 845 am]
BILING CODE 7537-01-M

INTERSTATE COMMERCE

COMMISSION

49 CFR Part 1056

Transportation of Household Goods in
Interstate and Foreign Commerce;
Review of the Regulation of Carriers
AGENCY: Interstate Commerce
Commission.
ACTION: Setting this matter for informal
conferences.

SUMMARY: The Interstate Commerce
Commission is responsible for
supervising the operations of all
household goods carriers engaged in
interstate and foreign commerce to
assure that consumers are being
provided a reasonable and adequate
service. To accomplish this regulatory
responsibility, the Commission has
adopted and published regulations
which appear in 49 CFR 1056. A series of
informal conferences is being conducted
to provide a forum where
representatives of the public and
industry may review with the
Commission's staff the application and
responsiveness of the regulations and
consider ways that the regulatory
supervision may be made more
effective. The first informal conference
was held in Washington, D.C. on
September 27,1979. Additional
conferences Will be conducted on the
following dates in thecities at the
addresses listed. -

The conferences will commence at
9:00 a.m. on each date listed.
DATES: The conferences will be held on
November 13-14,27-28,1979, and
December 11-12, 1979, and January 8-9
and 15-16, 1980.
ADDRESSES. The conferences will be
held at the following locations:
November 13-14.1979
6 World Trade Center, US. Custom House,

Room 770, New York, NY 10048

November 27-28 1979

Los Angeles County Courthousq. Courtroom
217, !11 North Hill Street, Los Angeles, CA
90012

December 11-1Z 1979

Hillsborough County Board of Education
Bldg., Main Floor Auditorium. 901 East
Kennedy Blvd., Tampa, FL 33601

January 8-9, 19&0
Everett McKinley Dirksen Federal Bldg.,

Room 204A. 219 South Dearbom Street.
Chicago, IL 60604

January 15-16,1980

Interstate Commerce Commission. Hearing
Room C, 12th & Constitution Ave. NW.
Washington, D.C. 20423

FOR FURTHER INFORMATION CONTACT.
Joel E. Burns, Director, Bureau of
Operations, Interstate Commerce
Commission, Washington D.C. 20423,
(202) 275-7849.
SUPPLEMENTARY INFORMATION

The regulation of the transportation of
household goods is one of the major
responsibilities of the Interstate
Commerce Commission. Each year over
a million shipments are transported by
the household goods carriers operating
under the regulatory supervision of the
Commission. The responsiveness of the
industry to the needs of shippers who
must rely on the industry for safe,
efficient transportation is a matter of
continued concern to the Commission.

The regulations appearing in 49 CFR
1056 are intended to protect the interests
of the shippers and to assure the
availability of a reasonable and
adequate service. Representatives of the
industry frequently question the
necessity and wisdom of various
requirements of the regulations and
generally maintain that absolute
compliance presents an unnecessary
regulatory burden. Consumer
representatives just as frequently
maintain that the regulations do not
provide enough protection for individual
consumers not familiar with
transportation. In recognition of these
differing opinions, the Commission's
staff will meet with representatives of
the industry and consumers in a series
of informal conferences to review the
present regulations and to consider

alternative methods of assuring that the
service being provided by the industry
results in: (1) the consumer being
informed-with a reasonable degree of
certainty of the probable costs of a
move prior to the move; (2) the providing
of a service on the dates or between the
dates agreed to by the carrier and
shipper;, (3) the providing of the service
at a fair and reasonable cost to the
shipper, and. (4) the reasonable and
timely handling and disposition of
shipper claims for loss, damage or
inconvenience.

Topics for discussion at each
conference will include but not be
limited to: (1) The need for household
goods shippers to be given pre-move
information about moving. (2)
Identification of the problems
confronting the industry in meeting
reasonable dispatch obligations. How
can reasonable dispatch performances
be improved? (3)The development of an
industry rate structure which would
provide for the furnishing of different
levels of service. Are full-service.
standard and budget rates and levels of
service feasible? (4) What can be done
to Improve the efficiency and reliability
of shipment weighing? (5) Review of the
shipping documents now in use in the
industry. How can they be improved?
Simplified? Eliminated? (6) The
relationship between carriers and
agents. How does this relationship-
Impact on the providing of a reasonable
and adequate service? (7) Procedures
employed by the industry and the
Commission to respond to shipper
complaints. How can these procedures
be made more efficient?

Dated: October 26, 1979.
By the Commission: Chairman O'NeaL

Agatha L Mergenovich.
Secretary.
Fit 0e. 739-=93 Fltd 11-1-r 8:4j am!
BILLING CODE 7035-01-M

49 CFR Part 1301

[Ex Parte No. 346 (Sub-No. 3)]

Rail General Exemption Authority,
Long- and Short-Haul Transportation
AGENCY: Interstate Commerce
Commission.
ACTION: Notice of proposed rulemaking.

SUMMARY: The Commission proposes,
pursuant to 49 U.S.C. 10505, to exempt
certain categories of rail rates from the
long-and-short haul and aggregate-of-
intermediate provisions of 49 U.S.C.
10726 . The purpose of the proposal is to

'Formerly section 12)1[1bo and section 4 of the
Interstate Commerce Act.

II
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conserve both carrier and Commission
resources by exempting rates that would
otherwise qualify for relief roim the
prohibitions of section 10726 had an
application for relief been filed with ther
Commission.DATES: Interested persons may submit'
written comments on the proposed rules
on or before January 2, 1980.
ADDRESS: An original and 10 copies, if
possible, of any comments should be
sent to: Room 5356, Interstate Commerce
Commission, Washington, D.C. 20423.
FOR FURTHER INFORMATION CONTACT.
Martin E. Foley, (202) 275-7348. -
SUPPLEMENTARY INFORMATION: The
provisions of 49 U.S.C. 10505 provide-
that the Commission may, after
opportunity for a proceeding, grant an
exemption for a person, class of person,
or a transportation or service from all or
any part of the IC Act in matters related
to rail carriers. In order to grant such. an
exemption, the Commission must find
that compliance with a provision of the
Act: (1) is not necessaryto carry outthe
transportation policy of section 10101;
(2] would be an unreasonable burden on
a person, class ofperson, or interstate or
foreign commerce. and (3) would serve
little or no useful public. purpose.

We are therefore instituting this
proceeding to determine whether or not
certain categorie. of rail rates should be
exempted from the long-and-short-haul
and aggregate-of-intermediate
provisions of 49 U.S.C. 10726.

Over the last two decades many
innovations in rail transportation pricing
have occurred due to changing
transportation conditions. When
shippers can generate sufficient volume
of traffic, and when warranted, rail
carriers have been receptive to the,
shipping community's needs by gearing
their pricing system to reflect changing
transportation conditions. This has
resulted in the establishment of rates
predicated on multiple-car shipments,
unit train shipments, annual volume
shipments and international rail/water
shiipments.2 Economic conditions 'similar
to those giving rise to these various
types of volume-related rates are also
likely to exist in the case of rail contract
rates, which have recently been

,recognized by the Commission as
1 nternational railvater rates are commonly

referred to as mini-bridgeormicro-bridge traffic,
which differs substantially from domestic TOFC
and COFC traffic because of sheer volume and
lower transportation cost as a result of less
handling. See Ex Parte No. 261, In the Matter of
Tariffs Containing Joint Rates and Through Routes
for the Transportation of Property Between Points
in thd United States and Points i&Foreign-
Countries. 337 I.C.C. 625, et seq.

offering significant potential
transportation benefits.3 ,

Generally, transportation, conditions
at intermediate points over the short
tariff routes are rarely the same; that is*
to say traffic from or to less distant
points is usually not sufficient to support
a rate level that would be reasonably
compensatory, and that would at the
same time clear the long.~and-short-haul
prohibition of §.10726. Accordingly, the
carriers must apply to the Commission
for authority to depart from the long-
and-short haul provisions in order to
maintain. rates. on the kind of traffic here
under consideration that are lower for
the longer distance than rates for the
shorter distance, even though like
conditions may not prevail at higher-
rated intermediate points. See Coal from

*Illinois, Indiana, and Kentucky to
Illinois andIndana, 308 LC.C. 673.

For the most part these applications
are not contested and for the most part,
they are routinely granted. Obviously,
this places a needless and wasteful
financial burden upon.the carriers, and
taxes Commission resources which
would be better utilized In more critical
areas of responsibility.

The same may be said ofthe
aggregate-of-'ntermediate provisions of
section 10726. During the past several.
years- the Commission received only a
very limited number of applications' for
relief from those provisions. All
involved single-car rates and all were
granted without protest No applications
were received that requested relief for
rates under. consideration here.' As a
matter of fact, the chances of such
violations occurring are remote, if not
nonexistent, since like. traffic,'insofar as
the rates here under consideration, is
not involved.. Cf. Carndtion Company v.
Southern Pacific Company, et al., 269
I.C.C. 470.

In general increase proceedings the
railroads routinely request relief from
9 10726. Shippers in recent years have -
not indicated any significant opposition
to the granting of the requested relief.
Technical departures from § 10726 result
from general increases because of
variations in the increases proposed in
different rate territories and differences
in the percentage increases taken by
individual lines with respect to specific
commodities. Relief from sectiom 10726
hs been granted by-the Commission in

3
See Ex Parte No. 358-F. Change of Poficy

Railroad Contract Rates 361 LC.C. 205. and Ex
Parte No. 364---Notice of Proposed Change in Policy,
Railroad-Freight Forwarder Contract Rates (44 FR
33714 June 12 1979] .  • ,.

4 Generally, relief from aggregate-of-intermediate
is granted, on the basis that rats for which relief is.
sought, are depriss'id rates for the purpose of
meeting competition from other nhodes of
transportation. . ,.

conjunction with all authorized general
increases. Cf. Ex Parte No. 123, In the
Matter of Increases in Rates, Fares, and
Charges, 226 I.C.C. 41, 139-140.

The Railroad Revitalization and
Regulatory Reform Act of 1976 (Public
Law No. 94-210) and the Commission's
regulations provide for the filing of
special categories of rates, such as
demand sensitive rates (49 CFR 1109.10),
separate rates for distinct rail service
(49 CFR 1109.15), and incentive rates for
capital investment (49 CFR 1109.20),
While the Commission has not
experienced any substantial activity In
these areas of rate filings, they appear to
be the kind that are likely candidates for,
exemption under § 10505 since
conditions at potentially higher rated
intermediate points would not appear to
be the same, and as such would not
warrant the filing of applications on a
case-by-case basis. The same would
appear to be true with respect to the
aggregate-of-intermediate provisions of
section 10726 since these kinds of rates
are specially designed for a specific
purpose, hence they should not be used
ii combination with other rates to
construct an aggregate-of-intermediate
rates that would normally defeat the
through single-factor rate. '

As matters now stand carriers who
want a rate exempted have the burden
of making a "special case" under the
provisions of section 10726 by filing an
application forrelief, subject to protest
and the possibility that the Commission
will withold relief pending an
investigation. See Intermountain Rate
Cases, 234 U.S.C. 470, 485-86. If the
procedure proposed In this notice Is
adopted, shippers or other interested
parties would no longer have the right to
protest exemptions of the rate; however,
they would still be able to file a verified
complaint (49 CFR1100.40) requesting
the suspension and/or investigation of
any rate proposed under the exemption.
To insure that shippers and other
int6rested parties are made aware of-
their right, we propose to require that all
rates proposed under the exemption
bear a notation that shippers or other
interested parties may exercise their
right to file a verified complaint under 49
CFR 1100.40.

In this proceeding the Commission is
specifically considering exempting the
following categories of rates and
charges from, the provisions of section
10726:
Multiple car
Unit train
,Annual volume
International rail/water shipments
Contract rates
Rail general increase
Demand Sensitive rates
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.Separate rates for distinct rail service
Incentive rates for capital investment

Moreover, in view of the protection
that would be provided to shippers by
the notation requirement described
above, we are also considering whether
any other categories of rail
transportation, or rail transportation in.
general, should be exempted from the
provisions of section 10726. Parties
should address the effect of the "limited
scope" language of Section 10505(a) on
these considerations.

This notice of proposed rulemaking is
issued pursuant to section 553 of the
Administrative Procedure Act (5 U.S.C.
553) and section 10321 of the Interstate
Commerce Act

It does not appear that this proposal
will significantly affect either the quality
of the human environment or
conservation of energy resources.

Dated. October 11, 1979.
By the Commission. Chairman O'Neal, Vice

Chairman Stafford. Commissioners Gresham,
Clapp, Christian. Trantum. Gaskins and
Alexis.
Agatha L Mergenovich,
Secretary.

Appendix

Proposed Rule

We propose to amend Chapter X,
Subchapter D, of Title 49 of the Code of
Federal Regulations, as follows:

PART 1301-LONG- AND SHORT-
HAUL AND AGGREGATE OF
INTERMEDIATE RATES-RAILROADS

By the addition of a new section, as
follows:

§ 1301.86 Exemption.
The provisions of § § 1301.11 through

1301.85 do not apply in connection with
the following categories of rail rates or
charges:
Multiple car
U1nit train -
Annual volume
International rail/water shipments
Contract rates
Rail general increase
Demand Sensitive rates
Separate rates for distinct rail service
Incentive rates for capital investment

Any rates or charges established
pursuant to this section shall be made
subject to, or in some manner bear
reference to, substantially the following
statement:

Rates or charges subject hereto are filed
pursuant to 49 CFR 1301.86. and are exempt
from the provision of 49 U.S.C. 10726;
however, anyone objecting to the rates or

charges on other grounds may file a verified
complaint pursuant to 49 CFR 1100.40.
[FR ec. 79-33g6 Vied 11-1-7% WIS =1
BILLING CODE 7035-01-M

DEPARTMENT OF THE INTERIOR

Fish and Wildlife ServIce

50 CFR Part 32

Proposed Addition of Lake Nettle
National Wildlife Refuge, N. Dak., to
List of Open Areas; Big Game Hunting
AGENCY: Fish and Wildlife Service,
Interior.
ACTION: Proposed rule.

SUMMARY: The Fish and Wildlife Service
proposes to add Lake Nettle National
Wildlife Refuge, North Dakota, to the
refuge areas open for big game hunting.
The Director has received information
that this action would be in accordance
with the provisions of all laws
applicable to the area, would be
compatible with the principles of sound
wildlife management, would otherwise
be in the public interest and that such
use is compatible with the major
purposes for which the refuge was
established. Big game hunting, subject to
annual special regulations, will provide
additional public recreational
opportunity.
DATES: Comments must be received on
or before December 3,199.
ADDRESS: Comments may be addressed
to the Director, (FWS/RF), U.S. Fish and
Wildlife Service, Department of the
Interior, Washington. D.C. 20240.
FOR FURTHER INFORMATION CONTACT.
Ronald L Fowler, Pivision of Refuge
Management, U.S. Fish and Wildlife
Service, Washington, D.C. 20240.
Telephone 202-343-4305.
SUPPLEMENTARY INFORMATION: Ronald
L Fowler is the primary author of this
proposed rulemaking. Areas within the
National Wildlife Refuge System are
closed to hunting until officially opened
by rulemaking. The Director may open
refuge areas to hunting upon a
determination that such use is
compatible with the major purposes for
which such areas were established and
that funds are available for the
development, operation and
maintenance of the permitted forms of
recreation. This action will be in
accordance with provisions of all laws
applicable to the area, will be
compatible with the principles of sound
wildlife management and will otherwise
be in the public interest. It is the purpose
of this proposed rulemaking to seek
public input regarding the opening of the

above cited refuge to the hunting of
migratory game birds. Pursuant to the
recfuirements of section 102(2](C) of the
National Environmental Policy Act of
1969,42 U.S.C. 4332(2)(CJ, an
environmental assessment has been
prepared on this proposal and is
available for public inspection and
copying at room 2024, Department of the
Interior, 18th and C Streets, NW.,
Washington. D.C. 20240, or by mail,
addressing the Director at the address
above. The policy of the Department of
Interior is, whenever practicable, to
afford the public an opportunity to
participate in the rulemaking process.
Accordingly, interested persons may
submit written comments, suggestions.
or objections regarding the proposed
amendment. All relevant comments will
be considered by the Department prior
to the issuance of a final rulemaking.

Note.--The Department of the Interior has
determined that this document is not a
significant rule and does not require a
regulatory analysts under Executive Order
12044 and 43 CFR Part 14.

Accordingly, it is proposed to amend
50 CFR Part 32 by the addition of Lake
Nettie National Wildlife Refuge in
§ 32.31 as follows:

§32.31 Ust of open ares; bgame.

North Dakota -

Lake Nette National Wildlife Refuge

Dated: October 29,1979.
Robert S. Cook,
ActLIV Director. Fish and Wi!'We Seir_*
ER DcC 79-401 Fe 11-1-79. &415 amJ

BIWLNO CODE 4310-55-M
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CIVIL AERONAUTICS BOARD

[Order 79-10-172; Dockets 31290, 35523,
and 36151]

Air Transport Association of America
and Braniff Airways, Inc.;-Order

Establishment of the interim standard
industry fare level.

Petition For Reconsideration of Order
79-7-190 Filed in-Behalf of Certain
Carriers by Air Trhnsport Association of
America.

Petition For A Fuel Adjustment.
Charge,by Braniff Airways, Inc.

Adopted by the Civil Aeronautics
Board atits office in Washington, D.C.
on the 25th day of October, 1979.

By Order 79-8-184, the Board
established its current interim Standard
Industry Fare Level (SIFL), reflecting the
Airline Deregulation Act of 1978 (ADA),
Public Law 95-504. In summary, the
ADA set deadlines and policies for
deregulation of the economic aspects of
interstate air transportation,
culminating, among other things, with
the dissolution of the Board's discretion

,to prescribe fares in domestic and
overseas markets. The Board must
compute a "standard industry fare
level" based upon the fare level in effect
on July 1, 1977, and periodically update
the SIFL by increasing or decreasing it
by the percentage change in operating
costs per available seat mile (ASM) for
interstate and overseas transportation
combined. Once computed, the SIFL
becomes the benchmark for measuring
the statutory zone of reasonableness.
Subsequent'to our initial determination
of the SIFL, we announced our intention
of revising the level every two months,
for a two-month period, based on the
latest 4 months of reported fuel data.
(Order 79-7-190).

September fuel costs are now
available and indicate an increase in
average price per gallon of 3.75 cents
over August to 67.14 cents. Applying our
methodology to calendar year 1978

financial data and September fuel costs,
with fuel projected to December1,1979,
the ridpoint of our projection period, at
the rate of 4.36 cents per gallon increase
each month, raises the SIFL 3.7 percent
over the level effective September 1,
1979.1 The average monthly fuel
escalation produced by our formula is
greater than the August-September
increase because the formula continues
to give weight.to the 6.51 cent escalation,
recorded in June-July. (See Appendix) 2

The Board wishes to take this
opportunity to- clarify its. position on. the
implementation of these increases on
short notice. The Bbardis policy of
granting carriers shortnotice for
increases applies to those increases
which are within the Congressionally
ordained zone of reasonableness and
where there is no controversy as to the
lawfulness of the charges. This
relaxation of our requirements for
advance notice; to permit carriers to
more quickly implement tariff changes is
intended' to remove regulatory obstacles
to a more competitive and dynamic
pricing system. We believe these
changes will offer significant long term
benefits t6, the public by allowing
carriers' pricing- options to.more closely
approximate those available to
unregulated industries.

We wish to remind carriers, however,
that our current policy is purely
discretionary. Likewise, it is for each
individual carrier to decide whether to
implement a fare increase on short
notice, but it is clearly their obligation to
adequately notify their agents affd
others of the impending price changes.
The spirit of deregulation, we think,

'See the following table.
Trunk and Local Service Carrier Scheduled,

Service Fuel Price
Irn centsJ /

Change
Month Price from

, "previous-
month

June- 52.49 2.77
July 59.00 6.51
August .... 8 . ..... 63.39 4.39'
September 67.14 3.75

Our latest methodology-prolects future fuel prices based on
the average change in. price -duiing tih most recent four
months. In this case we projecteT forward, an, average in-
crease of 4.36 cents per monthr for two and one-half. months
(to December I); then added'this 10.90' cent increase tothe
September price-proeMEang a,78.04 cdnt per gallon cost on.
December 1.

2Filed with- theoriginaL

clearly places the principal burden on
carriers and their agents to
accommodate their respective needs In
these situations. We are, of course,
prepared to do our part insofar as our
statute permits, but we would be
mistaken if we allowed the industry to
evade its responsibilities in this respect,
Following the last increase in the SIFL,
the Board was deluged by an Intolerable
number of complaints from travel agents
and consumers about allegedly chaotic
conditions in the.industry, as some
carriers rushed to implement increased
fares with minimal or no effort to'
coordinate their efforts with their
agents. We will be monitoring eients
closely as this Order becomes effective.
Any repetition of the previous situation
would cause us to. reconsider our short
notice policy.

We will also dismiss two petitions
outstanding in connection with the
timeliness and methodology for
constructing the SIFL-Petition of
Braniff Airways, Inc., For a fuel
Adjustment Charge, Docket 36151, and
Petition for Reconsideration of Order
79-7-190, Docket 35523, filed by the Air
Transport Association of America
(ATA). Essentially,-these two petitions
request that the Board rely on a shorter
projection period for the SIFL to permit
the carriers to increase fares more often
to compensate for the rapidly escalating
price of fuel. The Board's reply Is clearly
stated in this and the previous SIFL
Order (79-8-184) where the Board, in
fact, altered. the time periods within
which it calculated the SIFL to reflect
fuel price increases.

Accordingly, pursuant to the Federal
Aviation Act of 1958, and particularly
section 1002:

1. We set the Standard Industry Fare
Level effective November 1, 1979 as'
follows:
Terminal Charge: $22.54. Plus .1233/mile (0-

500 miles); plus .0940/mile (S01-1,500
miles); plus .0904/mile (over 1,500 miles),

2. We will dismiss thePetition of
Braniff Airways, Inc. for a Fuel
Adjustment Charge, in. Docket 36151,
and the Petition for Reconsideration of
Order 79-7-190 filed by the Air
Transport Association of America In
Docket 35523.

This order will be published in the
Federal Register.
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By the Civil Aeronautics Board.
Phy'lisT. Kaylor,
Secretary.

All Members concurred except
Member O'Melia who filed the following
concurring inpart and dissenting in part
statement:

1 ave s idefore iOrder79-'--18.
August 31,1979, and Order 7.9-7-190, July 30,
1979. andITepeat again, the Board's delay in
taking favorable action on the Braniff and
ATA petitions has denied the carriers fare
increases to which they were entitled under
ffie specific terms of the new Act.
Richard J. .UMelia.
[FR*Doc.7g-340127T9ea 11-1-79; :45 am]
BILUNG'CODE 6320-01-,:M

Applications forCerlificates of Public
Convenience and Necessity and
Foreign Air Carrier Permits Filed Under
Subpart Q of the Board's Procedural
Regulations

Notice is hereby given that, during the
week ended October26,197a CAB has
received the applications lisled below.
which request the issuance, amendment,

or renewal of certificates of public
convenience and necessity or foreign air
carrier permits under Subpart Q of 14
CFR 302.

Answers to foreign permit
applications are due 28 days after the
application is filed. Answers to
certificate applications requesting
restriction removal are due within 14
days of e filing of he application.
Answers to conforming applications in a
restriction Temoval.proceeding are due
.28-days after the filing of the original
application. Answers to certificate
applications 1oher than restriction
removals) are due 28 days after the
filing of the application. Answers to
conforming applications or those filed in
conjunction with a motion to modify
'scope are due within 42 days after The
,original application was filed.,if you are
in doubt as to the type of application
-which has been iled, contact The
applicant, the Bureau of Pricing and
Domestic Aviation [in interstate and
overseas cases) orlheflreau of
International Aviation (in foreign -air
:transportation cases].

Subpart 0 Appilications

Date.51ed Docket-No. Descrp,-

Ot.0 19. 1979. 32707-_ Uneas Aereas Costanricenses. S.. (LACSA). c/o Robed 0. P*1%. SWe. Sa "s-r &
Dempsey. 21 Dupont Circle, N.W. Wahsigton .C..20036.

Amendment No. 2 to the application of Lness A M Cosbaricense SA. (LACSA) to &M
the following.

Amend Paragraph 6 to read as fo'lows:
5 fThe routes to be covered by the amended permit forw 4ch applic0ion is hereby

-made are as follows: Between the terminal point San Jose Costa R;c the Iknteridit'A
points Managua. Nicaragu=a ra ntansda 3lt th Wastg nce San Andtea Com.
San Sa vador, E3 Salvador San .Padro de Sla. 4-ondurva Gue-nale C*Y, Gwola;
Punta Canun. Mexico CIty. MenXI. XXd BXn*Lt Mokic, KiXngM. JSialca. A the

ot'erminal points Miam, lFoddl :New Odeank .xxieal; ad Los Angs. Cattronia.
LACSA requests that the amended ertvo pboelde sA10dproviddd mn&-shed-

uled foreign air transportaton of persoa poa"ert, and -ml ovier th lbove-des-bW
troute.

Answers due on November 16. 1979.
Oct 49.1979- 36932.--- Toronto Airways Limited d.ba. Torontak. co LeelL .Hy4drn. I-ydenun. J & .ssan S

12M0 Mh SrewtaNW, Washirgtom DC. 20036.
Application of 'orono Airways, ULd db b -roont&rp.xunto Section 402 of the AZI ra-

-questing the Board for a foreign carrer permit adthorng I 3o pt ademe d fWreit
air transpoftatn of persons and properly betw- Kg~slin. Ontario. Canada, -nd Sy-
CcseNew Yorkat smal airaL

Answers due November 16,1979.
OC- 22 1979.__ 36942_-_ British caledonian Airways Limited. cio Leonard .X. Babohldk. Whti4 S' .!h & Seb-

chick 1701 Pensyvanria Avenue. N.W.S5uim 1102, Washngton. D.C. 20008.
Application of British Caledonian -Airways; Liited meet the Board pruaint'o SaWer 0

of the Actjor the amendment and ranew ofts SaireignA crtfponrmitsed pw sr
ant to Order 78-7-166 so as to grant It the aditional mute aue** sare Cav
rortWonrth. Texas. and to renew its estrg metr to serve ingor. /ana.

Answers de n November 19.1979.
0-L 24. 1979 -. 36972---- Braniff Airways Inc.. Braniff World Headquataa. Braniff Boulevard. Osl ,aFoCt Worth RA-

- fonal Airport. Dallas. Texas 75261.
Application of Braiff Airways, tnc., isidar S&4pa 0 prxauntto Section 401 ((7 of to

Act requesting an amendment to its cercaoe -o pubic converienie Wnd necsew for
Route S to zemove the one-stop restrictim on Branifrrs othoy in the Botmn-Oa,!.i
Forl Worthmarket

Conforming answers and applcationa are due/Yovenbet7.1979.
O-LB4. 1579....- 36974-. American Airlines. 1n=. P.O. Box 61616, Dallasiltont Wot Airport Tea 75Z61.

Application of Ameican Airlines. Inc.. under Subpat r esting -n Issuance of a mt:a!8e
,of public convenience and necess4 awthorizing it to ergae In stV-e ed furS- ar
-iransportation of person, properly and mat over the folowing rite:

Between tie coternnnal points Honol.uu H2wat. Seatt le Wash., Los Arre.cs a.d
San Francisco. Caf. Chicago. Ia. Detroit, Mich, DaasiFod Worth ard Ho.=n Tex..
Boston. Mass.. New York, N.Y. Newark. N.J. IB'.more. Md., Washng*tn. D._. harrl
and Tampa. Fla. New Odeans -L. and San Ju.% P.i., Intermeda points fa Menco,
British Honduras. Honduras, 13,rJga..Guteae El Salvador. CoA R;m PanT.a. -
Colombia. Venezuela. Ecuador. Per., Bo -l',s Parauay. Ugusy, Brea CtCe and At.
gentina, and the terminal point Bens Aires. Argentina.

Answers are due November 7.1979,

13125
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Subpart Q Appflcatons-Contlnued

Datf filed ' Docket No. Description

Oct. 24, 1979.......... 36977......J• DHL Airways, Inc., c/o Herbert A. Rosenthal, Hausman and Rosenthal, 1747_Pennsylvana
Ave., N.W.. Washington. D.C. 20006.

Application of DHL Airways, Inc., under Subpart Q end pursuant to Section 401 of the Act
request the Board for issuance of an amended certificate of pubic convenience and no-
cessity authorizing it to engage in foreign air transportation of persons, property and mail
over the following'route:

Between the coterminal points Boston, Mass. New York/Newark, N.J.; Baltimore,
Md.; Washington, D.C.; Miami and Tampa, Fla.; San Juan P.R4 New Orleans, La.; Hous-
ton, Texas; Chicago, IlL; Detroit Mlch.; Los Angeles/Long Beach/Ontario and San
Franciso/Oaktand. Calif.; Seattle, Wash.; and Honolulu, Hawai, on the other hand, and
the coterminal points Mexico City, Mextco Guatemala City, Guatemala; San Jose, Costa
Rica Panama City, Panama; Meden.'Cartegena, Cali and Bogota. Colombia; Caracas,
Venezuela; Quito and Guayaquil, Ecuador; Ura, Peru La Paz, Boliva; Santiago, Chile;
Asuncion, Paraguay; Rio Do Janlero, Brazil; Montevideo, Uruguay, and Buenos Aires, Ar-
gentina on the other.

Answers due on November 7, 1979.
Oct. 25. 1979........, 369s1....... USAr, Inc., Washington National Airport, Washington, D.C. 20001.

Application of USAir. Inc., under Subpart 0, pursuant to Section 401 of the Act and Part 201
of the Economic Regulations requesting the Board for amendment of its certificate of
public convenience and necessity for Route 97 so as to authorize USAr to engage in
scheduled nonstop air transportation of persons, property and mail between Kansas City,
Missouri, on the one hand, and New York and Buffalo, New York, Philadelphia and Pitts-
burgh. Pennsylvania. on the other hand, by amending USAIrs certificate for Route 97 to
include a new segment as follows:

Between the terminal point Kansas City, Missour, and the alternate terminal points
New York (JFK), New York (LaGuardia) and Buffalo, New York, Philadelphia and Pitts-
burgh. Pennsylvania.

Conforming answers and applications due November 22 1979.
OcL 26, 1979 .......... 36993.- Trans World Airlines, Inc., 605 Third Avenue, New York, New York 10016.

Application of Trans World Airlines, Inc., under Subpart O requesting that the Board amend
its certificate of public convenience and necessity for Route 2 by adding a new segment
which'would authorize service between the allernate terminal point Chicago, hi1noLs, and
the terminal point Madison, Wisconsin.

Conforming answers and applications are due November 23. 1979.
Oct. 26, 1979 ........... 36994 ...... Trans World Aiines, Inc., 605 Third Avenue, New York, New York 10016.

Application of Trans World Airlines, Inc., under Subpart Q requesting the Board amend its
certificate of public convenience and necessily for Route No. 2 by adding a new seg-
ment which would authorize service between the terminal point Peoria. Illinois. and the
alternate terminal points Chicago (O'Hare), Illinois. Kansas City, and SL Louis, Missouri.

Conforming answers and applications are due November 23, 1979.

Phyllis T. Kaylor,
Secretary.

JFR Doc. 79-34010 Filed 11-1-79; Q:45 am]
BILLING CODE 6320-01-M

(Docket 30356]

Transcontinental Low-Fare Route
Proceeding (Air U.S., Air Transport
Associates, Standard Airways, and
United States Overseas Airlines-
Remanded); Assignment of
Proceeding

This proceeding is hereby assigned to
Administrative Law Judge Henry M.
Switkay. Future communications should
be addressed to Judge Switkay.

Dated at Washington, D.C., Oct6ber 29,
1979.
Joseph J. Saunders,
ChiefAdministrative Lawludge.
[FR Doe. 79.-34011 Filed 11-1-7; 8:45 am]
BILNG CODE 6320-0j-M

COMMISSION ON CIVIL RIGHTS

- Illinois Advisory Committee; Agenda
and Notice of Open Meeting

Notice is hereby given, pursuant to the
provisions of the rules and regulations
of the U.S. Commission on Civil Rights,
that a planning meeting of the Illinois
Advisory Committee (SAC) of the
Commissiori will convene at 10:00 am
and will end at 3:00 pmn, on November
26,1979, at 230 South Dearborn Street,
'Room 3280, Chicago, Illinois 60604.

Persons wishiig to attend this open
meeting should'contact the Committee
Chairperson, or the Midwestern
Regional Office of the Commission, 230
South Dearborn Street,32nd Floor,.
Chicago, Illinois 60604.

The purpose of this meeting is a report
from National SAC Conference held in
Washington, D.C.; and discussion of the
Chicago Desegregation Report.

This meeting will be conducted
pursuant to the provisions of the rules
and regulations of the Commission.

Dated at Washington, D.C., October 29,
1979.
John I. Binkloy,
Advisory Committee Manogement Officer.
IFR Doc. 79-33993 Filed 11--7. 0.45 am]

BILLING CODE 6335-01-M

Michigan Advisory Committee Agenda
and Notice of Open Meeting;
Amendment

Notice is hereby given# pursuant to the
provisions of the rules and regulations
of the U.S. Commission on Civil Rights
that a planning meeting of the Michigan
Advisory Committee (SAC) of the
Commission originally scheduled at the
Howard Johnson Hotel, G3129 Miller
Road, Flint, Michigan 48507, has been
changed.

The meeting now will be held at
'•Genosee County Community Action
Agency, Board Room-Sections 2 & 3,
301 Dryden Building, 601 South Saginaw
Street, Flint, Michigan 48602. The time
and date will remain the siime.

Dated at Washington, D.C., October 29,
1979.
John . Binldey,
Advisory Committee Management Officer,
[FR Doe. 79-3390 Filed 11-1-79 8:45 am]

BILLING CODE 6335-01-M

Missouri Advisory Committee; Agenda
and Notice of Open Meeting

Notice is hereby given, pursuant to the
provisions of the rules and regulations
of the U.S. Commission on Ciil Rights,
that a planning conference of the
Missouri Advisory Committee (SAC) of
the Commission will convene at 1:00 pm
and will end at 3:00 pm, on November
29-30, 1979, at the Holiday Inn-City
Center, 1301 Wyandette Street, Kansas
City, Missouri 64105.

Persons wishing to attend this open
meeting should contact the Committee
Chairperson, or the Central States
Regional Office of the Commission, 011
Walnut Street, Kansas City, Missouri
64106.
. The purpose of this conference Is to

plan the program activities of the
advisory committee during fiscal 1981,

This meeting will be conducted
pursuant to the provisions of the rules
and regulations of the Comnmission.

I - ___ ____
63126
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Dated at Washington, D.C., October 29,
1979.
John I Binkley,
Adli koryCommitteeMan gement Officer.

(FR ~7i3SS~ilell-I7n8:45 &M]
CUJLIG CODE 6335-01-U

SouthCarolina Advisory Committee;
Agendaand Notice of Open Meeting

Notice is herebygiven, pursuant to the
provisions of-the rules andregulations
of the U.S. .Commission on Civil Rights,
that a planning meeting of the South
Carolina Advisory -Committee (SAC) of
the Comnnmission will convene at 11:00
a.m. and-will end al 3:00 p.m., on
November.27, 1979, at the Carolina
Townhouse, Deauville Conference Room
#4,1,U3 Gervais Street, Columbia,
South Carolina 29201.

Persons wishing to attend this open
meating should contact the Committee
Chairperson, or the Southern Regional
Office of the Commission, 75 Piedmont
Avenue NE., Atlanta, Georgia 30303.

The purpose of ffis meeting is a press
conference to release staff report on
follow-up of.study, Equality in
Municipal Services in Mullins, South
Carolina. Sac will then plan SAC project
for fiscal1980. There will also be a
report of the SAC Chairperson's
conference in October.

This meeting will be conducted
pursuant to the provisions of the rules

.and regulations of the Commission.
,Dated at Washington, D.C.,October 29.

1979.

John L Binkley,
Advisory Committee ManagemenL
[FR Dac. 79-33994 Filed 11-1-79; 8:45 am]
BILLING CODE 5335-01.1

DEPARTMENT OF.COMMERCE

(Department Organization Order 20-11;
Transmittal 463)

Appeals Board; Authority and
Functions

Effective Date: October 12. 1979.

Subject: This-order effective October
12, 1979 supersedes the material
appearing at 40 FR 17771 of April 22,
1975.

Section 1. Pmpose

.01 This Order prescribes the
authority and functions of the Appeals
Board for the Department cof Commerce.

..02 Thisxevision: (1)xeflects the
transfer of-all but a few pending
contract appeals to Interior (paragraph
3.01); 12) removes from the authority and
functions of the Appeals Board -appeals
relating to orders, regulations, or

administrative sanctions -taken pursuant
to Section 402 of the Federal Property
and Administrative Services Act of 1949,
asamended. and the Export
Administration Act of 1979, which
-appeals shall hefeafterbe handled
within he Industry and Trade
Administration- and (3) removes gender
indicative language fronri the order.

Section 2. .Generao "

The Appeals Board for the
Department-of Commerce, initially
established-on August 18, 1953. by
Department Order 106 of that date, and
which serves as an impartial body to
consider-certain ppeals from the public,
is continued within the Office of the
Assistant Secre tary for Administratioa.
It shall be composed of a chairperson
and other members as may be
designatedby the Assistant Secretary
for Administration andapproved by the
Secretary.

Section 3. Authority and Functions

.01 The Appeals Board is authorized
lo consider and decide appeals by
contractors from decisions made by
contractingofficers -under contracts
which provide for such an appeal to the
Secrelary, and which have not been
delegated or assigned to the Department
'of interior Board of Contract Appeals.

.02 The Appeals Board is also
authorized to consider and decide
appeals by -persons affectedby:

a. Any order, regulation, or
administrative action issued pursuant to
the authority delegated to the Secretary
under the Defense Production Act of
1950, as amended. (50 U.S.Q App. 2061
et seq.), or
-b. Otheradministrative actions taken

pursuant to law and referred to the
Board by appropriate authority.

.03 Decisions by the Appeals Board
on appeals arising under paragraphs .01
and .02 of this section shall be final
within the DepartmenL

.04 Nomember may act for the
Appeals Board or participate in a
decision on appeal if the mem'berhas
otherwise been directly involved in the
administration of the contract.
regulation, or other subject matter of the
appeal.

.05 The Chairperson of the Appeals
Boardasauthorized to issue rules
governing the handling of appeals.

Savings Provision

AM outstanding delegations,
regulations, orders -and other actions
issued by-r-elating to the Appeals
Board shall remain in effect until

amended or revokedby proper
authority.
Juanita M. Kreps,
Secretayof Comme.-e.
Elsa A. Porter.
Assistant Secretary frA dmnit rtion.
[FR D="79-3=F&ted 1-1-M& 4am]
BILLIU CODE 310-37-M

[Department Orgnmzatlon Order 10-1
Amdt. 4; Transmittal 464]
Assistant Secretary for-Science and

Technology, Delegation of Authority

Effective Date: October 18,1979.
Subject: This order effective October

18.1979 further amends the materials
appearing-at 41 FR 18536 of May 5,1976,
41 FR 26593 ofJune 28,1976,42 FR 40963
of August 1Z 1977. and 43 FR 39167 -of
September 1, 197&

Department Organization Order 10-1
dated April 9,1976 is hereby further
amended as shown below. The purpose
of this amendmentis to delegate to the
Assistant Secretary for Science and
Technology the authority to waive the
requirements of those Federal
InformationProcessing Standards which
authorize the Secretary to waive such
requirements, and to issue interpretative
guidelines concerning the waiver
provisions of all such standards.

Section 3. Delegation ofAuthority

a. A new subpararaph .0Mi. is added
to read as follows:
"i. Exercise the functions of the

Secretary of Commerce under provisions
in.Federal Information Processing
Standards authorizing the Secretary to
waive compliance with requirements of
the standards. The Assistant Secretary
is also delegated authority to issue
interpretative guidelines concerning the
waiver provisions of the standards."

b. Paragraph .03 is revised to read as
follows:

".03 The Assistant Secretary may
delegate authorities except for
subparagraph Lof paragraph izabove
and the the authority to issue or approve
regulations. Further, redelegation of
other authorities inuubparagraphs c., d.,
g., and h. of paragraph .01 above shall be
limited to the Deputy Assistant
Secretaries provided herein."
Juanita M. Kreps,
Secretary of Commer.
Elsa A. Porier.
Assistant SecretarymfoAdminmstion.
(FR 0cO794-4 Fi!ed 1 -1-719; &43am
BILLING CODE 3.5194-11
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[Department Organization Order 25-5B;
Amdt. 4; Transmittil 462]

National Oceanic and Atmospheric
Administration; Delegation of
Authority.

Effective date: September 27, 1979.
Sub j'ct: Thin order effective

September 27, 1979 further amends the
materials appearing at 43 FR 51438 of
November 3, 1978, 44 FR 3303 of January
16, 1979, 44 FR 15522 of March 14, 1979,
and 44 FR 24623 of April 26, 1979. ,

Department Organization Order 25-
5B, dated October 16, 1978, is hereby
further amended as shown below. The
purpose of this amendment is to (1)
change the title of the Assistant
Administrator for Administration to the
Assistant Administrator for
Management and Budget, and (2]
transfer the Office of Program
Evaluation and Budget from the
immediate Office of the Administrator
to the Assistant Administrator for
Management and Budget.

1. Section 8, Office of Program
Evaluatiovi and Budget

,,Section 8. is deleted. In pen and ink,
renumber the existing Sections 9.
through 14. as 8. through 13.,
respectively.

2. Section 10. Assistant Administrator
for Administration

a. The title, opening paragraph, and
paragraph .01 of the renumbered Section
10. are revised to read as follows:

"Section 10. Aisistant Administrator-for
Management and Budget

"The Assistant Administrator for
Management and Budget shall provide
administrative management support
services and the means of management
control over program and budget
operations and program evaluation for
all components of NOAA, except for
elements of such services that
appropriate components are directed to
provide for themselves, exercise
functional supervision over such
decentralized services, and provide
advise and guidance on the utilization of
NOAA resources. to carry out these
responsibilities, the Assistant
Administrator shall have and direct the
following units.

".01 The Office of the Assistant
Administrator shall f6rmulate and
execute the basic policies of the Office
of Management and Budget."

b. In pen and ink renumber the
existing paragraphs .03 through .07 as .04
through .08 and add a new paragraph .03
to read as follows:

".03 The Office of Program
Evaluation and Budget shall provide

NOAA with the means of management
control over program ahdbudget
operations and program evaluations,
and shall coordi&[ Management by
Objectives activities.-This Office,
through the Assiifhnt Administrator for
Management and'udget,'shall be the
focal point for contacts with the
Department and the Office of
Management and Budget in these areas.
The Office shall specifically be
responsible for the planning and
management of the annual NOAA
Program review; the consolidation and
integration of program guidance
developed by the Assistant
Administrators; the coordination and
development of issue studies, Zero Base
Budget material, and other supporting
documentation required in the program/
budget cycle; the development of the
NOAA budget; the allocation and
budgetary control of funds; the review
and monitoiing of fiscal plan execution;
the design and implementation of
program impact and efficiency
evaluations; and the coordination of
Departihental and OMB requirements
and reportifig activities'necessary to the
operation of the Office."

3. The organization chart, Exhibit 1,
attached to this amendment, supersedes
the organization chart dated March 23, °

1979. A copy of the organization chart is
on file with the original of this document
in the Office of the Federal Register.
Richard A. Frank, -
Administrator, National Oceanic and
Atmospheric Administration.
Approved:
Elsa A. Portei,
Assistant Secretary forAdministration.
[FR Doc. 79-S4Olled 11-1-79 8:45 am]

BILLING CODE 3510-17-M

Industry and Trade Administration

Numerically Controlled Machine Tool
Technical Advisory-Committee;
Partially Closed Meeting

Pursuant to Section 10(a)(2) of the
Federal Advisory Committee Act, as
amended, 5 U.S.C. App.,(1976], notice is
hereby given that a meeting of the
Numerically Controlled Machine Tool
Technical Advisory Committee will be
held on Tuesday, November 27,1979, at
10:00 a.m. in Room 3708, Main
Commerce Building,14th Street and
Constitution'Avenue, N.W;, Washington,
D.C. '. ah t

The Numerically CqntroiledMachine
Tool Technical Advisory Conmittee
was initially established on January 3,
1973. On December 20, 19 7 , January 13,
: 1977, and August 28, 1978, the Assistant
Secretary for Administration approved

the recharter and extension of the
Committee, pursuant to Section 5(c)(1)
of the Export Administration Act of
1969, as amended, 50 U.S.C. App. Sec.
2404(c)(1) and the Federal Advisory
Committee Act.

The Committee advises the Office of
Export'Administration ,With respect to
questions involving (A) technical
matters, (B) worldwide availability and
actual utilization of production of
technology, (C) licensing procedures
which affect the level of export controls
applicable to numerically controlled
machine tools, including technical data
or other information related thereto, and
(D) exports of the aforementioned
commodities and technical data subject
to multilateral controls in which the
United States participates including
proposed revisions of any such
multilateral controls.

The C6mmittee meeting agenda has
six parts:
General Session

(1) Opening remarks by the Chairman,
(2] Presentation of papers or comments by

the public.
(3) Continued discussion of accuracy

parameters for numerically controlled
machine tools.

(4) Review of information regarding forelgit
availability of numerically controlled
technology obtained at the recent European
machine tool show.,

(5) New business.
Executive Session

(6) Discussion of matters properly
classified under Executive Order 11052 and'
12065, dealing with the U.S. and COCOM
cdntrol program and strategic criteria related
thereto.

The General Session of the meeting
will be open to the public and a limited
number of seats will be available. To the
extent time permits members of theo
public may present oral statements to
the Subcommittee. Written statements
may be submitted at any time before or
after the meeting.

With respect to agenda item (0), the
Assistant Secretary for Administration,,
with the concurrence of the delegate of
the General Counsel, formally
determined on September 6, 1978,
pursuant to Section 10(d) of the Federal
Advisory Committee Act, as amended
by Section 5(c) of the Government In
The Sunshine Act, P.L 94-409, that the
matters to be discussed In the Executive
Session should be exempt from the
provisions of the Federal Advisory
Comnittee Act relating to open meetings
and public participation therein,
because the Executive Session will be
concerned with matters listed In 5 U.S.C.
552b(c)(1). Such matters are specifically
authorized under criteria established by
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an-Executive Order to be kept secret in
the interests of the national defense or
foreign policy. All materials to be
reviewed and discussed by the
Committee during the Executive Session
of the meeting have been properly
classified under Executive Order 11652
or 12065. All Committee members have
appropriate security clearances.

The complete Notice of Determination
to close meetings or portions thereof of
the series of meetings of the Numerically
Controlled Machine Tool Technical
Advisory Committee and of any
Subcommittees thereof, was published
in the Federal Register on October 25.
1978 (43 FR 49828)

Copies of the minutes of the General
Session will be avalable by calling Mrs.

..Margaret Cornejo. Policy Planning
Division, Office of Export
'Administration, U.S. Department of
Commerce, Washington, D.C. 20230,
telephone: A/C 202-377-2583.

For further information contact Mrs.
Cornejo either in writing or by phone at
the address or number shown above.

Dated: October 30. 1979.
Kent N. Knowles,
Director, Office of ExportAdunistration,
Bureau of Trade Regulotion, U.S. Department
of Commerce. -
[FR Dor. 79-3.048 Filed 81-1-7R :45 am]

BILLtNG CODE 3510-25-M

Maritime Administration

[Docket No. S-649]

Farrell Unes Inc.; Application
Notice is hereby given that Farrell

-'Lines Incorporated (Farrell), by letter
dated October 26, 1979, has made the
following application in connection with
its proposed 20-year operating-
differential subsidy contract-

(a) For transfer and interchange privileges:
1. The transfer of C4-S-58a and C4-S-64a

breakbulk ships of Operating-Differential
Subsidy Contract No. MA/MSB-352, and C3-
S-38a, C3-$46a. and C3-S-46b breakbulk
ships of Operating-Differential Subsidy
Contract No. FMB-87. among Farrell's
services on Trade Route Nos.-10, 14-1, 15-A.
and 18, and the renewal of Farrell'4 existing
authority to interchange [substitute] the
above-named vessels among the above-
named trade routes. '

"2: The'transfer afhd interchange
(substitution) of C6-S-85a containerships of
Operating-Differential Subsidy Contract No.
MA/MSB-3527 and C5-S-73b containerships
and C5-S-78a Ro/Ro containership's of
Operating-Differential Subsidy Contract No.
FNS-87 among Farrell's services on Trade
Route Nos. 5-7-8-9. 10,12,15-A, and 16.

(b) For vessel non-lirmitation as. to number.
1. The right to operate vessels without

-limitation as to number in the proposed
-service on Trade Route No. 5-7-8-9, subject

to the minimum/maximum number of
voyages applied for.

As used in this Notice, the term
"interchange" means the approximately
simultaneous substitution of vessesIs.
The term "transfer" means removal of a
vessel from one service and placement
into another.

Interested persons may Inspect this
application in the Office of the
Secretary, Maritime Subsidy Board,
Room 3099B, Department of Commerce
Building, 14th and E Streets NW.,
Washington, D.C. 20230.

Any person, firm, or corporation
having an interest in such application
who desires to offer views and
comments thereon for consideration by
the Maritime Subsidy Board should
submit them in writing, in triplicate, to
the Secretary by the close of business on
November 12,1979.

The Maritime Subsidy Board will
consider such views and comments and
take such action with respect thereto as
may be deemed appropriate.
(Catalog of Federal Domestic Assistance
Program No. 11.504 Operating-Differential
Subsidies (ODS)).

By Order of the Maritime Subsidy Board.
Dated: October 26, 1979.

Robert J. Patton. Jr.,
Secretary.
[FRI)D794" FL~-411" 3n-: ml

8WNG COD 3510-15-41

[Docket No. S-650]

Ogden Leader Transport, Inc.,
Application

Notice is hereby given that Ogden
Leader Transport. Inc., 280 Park Avenue,
New York, New York 10017, has filed an
application dated August 17, 1979, with
the Maritime Subsidy Board (the Board]
pursuant to Title VI of the Merchant
Marine Act 1936, as amended (the Act),
for an operating-differential subsidy
contract, to expire December 31,1979,
unless extended, to operate the SS
Ogden Leader, 37,807 deadweight tons,
in the carriage of bulk raw and
processed agricultural commodities in
the foreign commerce of the United
States (U.S.) from ports in the U.S. to
ports in the Union of Soviet Socialist
Republics (U.S.S.R.), or other
permissible ports of didcharge. Dry and
liquid bulk cargoes may be carried from
the U.S.S.R. and other foreign ports
inbound to U.S. ports during voyages
subsidized for carriage of export bulk
raw and processed agricultural
commodities to the U.S.Sr., or other
permissible ports of discharge.

Full details concerning the U.S.-
U.S.S.R. export bulk raw and processed

agricultural commodities subsidy
program, including terms, conditions
and restrictions upon both the
subsidized operators and vessels,
appear in Title46 of the Code of Federal
Regulations, Part 294.

For purposes of section 605[c] of the
Act. it should be assumed that should
the Board grant the requested approval,
the vessel named above will engage in
the described trade, on a full-time basis,
during the indicated time period. Under
such approval, each voyage must be
approved for subsidy assistance prior to
its commencement, and the Board will
act on such request(s) as an
administrative matter for which there is
no requirement for further section 605(c)
notice(s).

Any person having an interest in the
granting of the application and who
would contest a finding by the Board
that the service now provided by vessels
of U.S. registry for the carriage of
cargoes previously specified is
inadequate, must on or before
November 30,1979, notify the Board's
Secretary, in writing. of his interest and
of his position, and file apetition for
leave to intervene in accordance with
the Board's Rules of Practice and
Procedure (46 CFR 201). Each such
statement of interest and petition to
intervene shall state whether a hearing
is requested under section 603(c) of the
Act, and, with as-much specificity as
possible, the facts that the intervenor
would undertake to prove at such
hearing.

In the event a hearing under section
605(c) of the Act is ordered to be held
with respect to the subject application.
the purpose of such hearing will be to
receive evidence relevant to (1) whether
the application herein described, with
respect to the vessel to be operated in
an essential service and serviced by
citizens of the U.S., would be in addition
to the existing service or services, and if
so, whether the service already provided
by vessels of U.S. registry is inadequate,
and (2) whether in the accomplishment
of the purposes and policy of the Act
additional vessels should be operated
thereon.

If no request for hearing and petition
for leave to intervene is received within
the specified time, or If the Board
determines that petitions for leave to
intervene filed within the specified time
do not demonstrate sufficient interest to
warrant a hearing, the Board will take
such actions as may be deemed
appropriate.
(Catalog of Federal Domestic Assistance
Program No. 11.504 Operating-Differential
Subsidy (ODS))

I I •
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Dated. October 30, 1979.
Robert J. Patton, Jr.,
Secretary.
[FR Doc. 7-34078 Flied 11-1-79; 8:45 am]

BILUNG CODE 3510-15-M

Performance Review Board;
Establishment and Membership

Thii notice announces, the
establishment by the Assistant
Secretary for Maritime Affairs, as
Appointing Authority for the Senior
Executive Service at MarAd, of the
MarAd Performance Review Board
(PRB] and the appointment of the initial
members.

The purpose of the PRB is to review
performance agreements, performance
appraisals and. ratings,
recommendations for certain personnel
actions and other related material, and
to make appropriate recommendations
to the Appointing Authority concerning
such matters as will assure the fair and
equitable treatment of senior executives
and the organization of which they are
members and instill in the minds of such
senior-executives confidence in, the
integrity, competence and impartiality of
the PRB.

The names, titles and terms of the
members of the PRB who have been
appointed, are set out below:
Mr. James S. Dawson, Secretary, Maritime

Administration/Maritime Subsidy Board
(Retired), Term-1 year

Mr. Thomas A. King, Eastern Region Director,
Maritime Administration, NewYork, N.Y.,
Term-2 years

Mr. C. G. Caras, General Counsel, Maritime
Administration, Washington, D.C..20230,
Term-Continuous as long as in current
position.

Mr. John J. Nachtsheim, Assistant
Administrator for Shipbuilding and Ship
Operations, Maritime Adniinistration, '
Washington, D.C. 20230, Term-Continuous
as long as in current position.

Mr. Marvin Pitkin, Assistant Administrator
for Commercial Development, Maritime
Administration, Washington, D.C. 20230,
Term-Continuous as long as in current
position.

*Mr. Wallace T. Sansone, Assistant
Administrator for Maritime Aids, Maritime
Administration, Washington, D.C. 20230,
Term-Continuous as long as in current
position.

Mr. Russell F. Stryker, Assistant
Administrator for Policy and
Administration, Maritime Administration,
Washington. D.C. 20230, Term-Continuous
as long as in current position.

Ms. Myra R. Wells, Director, Office of
Personnel, Maritime Administration,
Washington, D.C. 20230. will serve as non-
voting Executive Secretary to the PRB.
Persons desiring any further

information about the PRB or its
membership-may contact Ms. Myra R.

Wells, Director, Office of Personnel,
Maritime Administration, Washington,
D.C. 20230, (202) 377-3616.

Dated: October 26, 1979.
Robert J. Pation, Jr.,
Secretary.
[FR Doc. 79-34050 Filed 11-1-79, 8:45 amn]

BILNG CODE 3 5 d-15-M

[Docket No. S-648]

Rio Grande Transport, inc.; Application
Notice is hereby given that Rio

Grande Transport. Inc., 280 Park
Avenue, New York, New York 10017,
has filed an application dated
September 28, 1979, with the Maritime
Subsidy Board (the Board) pursuant to
Title VI of the Merchant Marine Act,

-1936, as amended (the Act),for an
operating-differential subsidy contract,
to expire December 31,1979, unless
extended, to operate the SS OGEN
CHARGER, 37,807 deadweight tons in
the carriage of bulkraw and processed
agricultural commodities in the foreign
commerce of the United States (U.S.)
from ports in the U.S. to ports in the
Union. of Soviet Socialist Republics
(U.S.S.R.), or other permissible ports of

'discharge. Dry and liquid bulk cargoes
may be carried from the U.S.S.R. and
other foreign ports inbound to U.S. ports
during voyages subsidized for carriage
of export bulk raw and processed '

- agricultural commodities to the U.S.S.R.,
or other permissible ports of discharge.

Full details concerning the U.S.-
U.S.S.R. export bulk raw and processed
agricultural commodities subsidy
program, including terms, conditions
and restrictions upon both the
subsidized operators and vesiels,
appear in Title 46 of the Code of Federal
Regulations, Part 294.

For purposes of section 605(c) of the
Act, it should be assumed that should
the Board grant the requested approval,
the vessel named above will engage in
the described trade, on a full-time basis,
during the indicated time period. Under
such approval, each voyage must be

- approved for subsidy assistance prior to
its commencement, and the Board will
act on such request(s) as an
administrative matter for which there is
no requirement for further section 605(c)
notice(s).

Ahy person having an interest in the
granting of the application and who
would contest a finding by the Board
that the service now provided by vessels
of U.S. registry for the carriage of
cargoes previously specified is
inadequate, must on or before
November 30,1979, notify the Board's
Secretary, in writing, of his interest and

of his position, and file a petition for
leave to intervene in accordance with
the Board's Rules of Practice and
Procedure (46 CFR 201). Each such
statement of interest and petition to
intervene shall state whether a hearing
is requested under section 605(c) of the
Act, and, with as much specificity as
possible, the facts that the intervenor
would undertake to prove at suchhearing.In the event a hearing under section
605(c) of the Act is ordered to be hold
with respect to the subject application,
the purpose of such hearing will be to
receive evidence relevant to (1) whether
the application herein described, with
respect to the vessel to be operated in
an essential service and serviced by
citizens of the U.S., would be in addition
to the existing service or services, and If
so, whether the service already provided
by vessels of U.S. registry is inadequate,
and (2) whether in the accomplishment
of the purposes and policy of the Act
additional vessels should be operated
thereon.

If no request for hearing and petition
for leave to intervene is received within
the specified time, or if the Board
determines that petitions for leave to
intervene filed within the specified time
do not demonstrate sufficient interest to
warrent a hearing, the Board will take
such actions as may be deemed
appropriate.
(Catalog of Federa Domestic Assistance
Program No. 11.504 qperatng-Differential
Subsidy.(ODS))

Dated: October 20, 1979.
Robert J. Patton, Jr.,
Secretary.
[FR Doe. 79-4094 Filed 11-1-79 8:45 aml
BILLNG COOS 3510-15-M

Office of Federal'Statistical Policy and
Standards

Standard Occupational Classification;
Proposed Revisions
AGENCY: Office of Federal Statistical
Policy and Standards, Department of
Commerce.
ACTION: Notice of Proposed revision of
the Standard Occupational
Classification.

SUMMARY: This document proposes
changes in the Standard Occupational
Classification (SOC)
Introduction

The proposed changes to the SOC
were developed in the process of
incorporating the SOC Into the 1980
Census of Population. Only those
changes which were identified in that
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process were considered in this revision.
A brief indication of each revised group
is listed, usually indicated by a change
in the title. The SOC Manual must be
referred to in order to determine the
original title and content of each
occupational group. The manual is
available from the Government Printing
Office, SIN 041-001-00153-1, Price $8.25.
Associated changes in the description"
and examples of job titles will be
developed and published in a
supplement after the review period.

Proposed Changes
The major change is an effort to

provide more skill level distributions,
especially in the broader groups. Other
changes were made to recognize
occupational groups that are expected to
be large enough for separate
identification in the Census of
Population.

A supplement to the Standard
Occupational Classification Manual will
be published after the comments are
considered,

ADDRESS: Send comments to Milo 0.
Peterson, Chairman, Occupational
Classification Committee, Office of
Federal Statistical Policy and Stapdards,
U.S. Department of Commerce,
Washington, D.C. 20230 by December 3,
1979. All comments, materials,
questions, etc., in response to this
Proposal will be available for public
inspection during normal business
hours, 8:30 a.m. to 5:00 p.m., in Room -
200, 2001 "S" Street, NW., Washington,
D.C.
FOR FURTHER INFORMATION CONTACT:
Milo Peterson, Office of Federal
Statistical Policy and Standards, U.S.
Department of Commerce, Washington,
D.C. 20230, Telephone (202) 673-7977.

Note.-The Department of Commerce has
determined that this proposal is not a
significant regulation requiring preparation of
a regulatory analysis under Executive Order
No. 12044..
Courtenay M. Slater,
Chief Economistfor the Department of
Commerce.

Occupational Classification Committee
Recommendations for Revisions of the SOC
Unit Group 1136 is moved to new Minor

Group 137.
Minor Group 139 is split into a redefined

original gi-oup and administrative services
managers are merged into new Minor
Group 137.

Minor Group 144 is split into two groups
1443-Purchasing Agents and Buyers, Farm
Products and 1444--Purchasing Agents,
NEC.

Unit Group 432 is split into one unit group in
Minor Group 144 retitled Buyers,
Wholesale and Retail Trade, except Farm

Products and the rest combined in new unit
group 1443.

A new Minor Group 147-Inspectors and
Regulatory Officers Is created with 4 unit
groups.

4Jnit Group 1171 is moved into new Minor
Group 147.

Unit Group 1172 is moved into new Minor
Group 147.

Existing Minor Group 147 Is made a Unit
Group 1475.

Unit Group 618 Is moved (as a unit group)
into new Minor Group 147,

Minor Group'303 Is further divided into five
groups:
3031 Inhalation Therapists,
3032 Occupational Therapists,
3033 Physical Therapists,
3034 Speech Therapists,
3039 Therapists, Not Elsewhere Classified.

Unit Group 2232 is split into two unit groups
2231-Medical Science Teachers, and Unit
Group 2232 is retitled as Health Specialties
Teachers, Not Elsewhere Classified.

Minor Group 331 is further divided into two
groups 3312-Editors End 3313-Reporters.

Minor Group 645 Is moved Into Major Group
39.

Parts of Unit Groups 4516 and 4518 are
moved to Unit Groups in Major Group 40 to
correspond with the move of Unit Groups
4683 and 4665.

Minor Group 411--Sales Engineers Is a new
group created from the Unit Groups of
Major Group 18.

Unit Group 4146 Is split into two unit groups.
4146-Salespersons, Garments and Textile
Products and 4151--Salespersons, Shoes.

Unit Group 4665 is moved into Minor Group
414-5.

Unit Group 4683 Is moved into Minor Group
414-5.

Unit Group 4.259 Is moved into Minor Group
414-5.

Minor Group 439 Is split into two Minor
Groups 438-Auctioneers and 439-Sales
Related Occupations, Not Elsewhere
Classified.

Minor Groups 414-5 and 416 are moved Into
Major Group 42, which Is retitled Sales
Occupations, Personal Goods and Services.

Minor Groups 422 and 425 except 4259 are
moved to Major Group 41.

Major Group 41 is retitled Sales Occupations,
Business Goods and Services.

The Clerical Occupations Division Is retitled
Administrative Support Occupations,
including Clerical.

Unit Group 4622 is moved to Minor Group 461
and Typists is added to the title.

Minor Group 462 Is deleted.
Unit Group 4624 is moved to Minor Group 479

and retitled Data-Entry Keyers.
Unit Group 4623 is moved to Minor Group

465.
Unit Group 4784 is merged into Unit Group

4693.
Minor Groups 471 and 486 are combined and

titled Financial Records Processing
Occupations.

Minor Groups 472 and 473 are combined and
titled Mail and Message Distributing
Occupations.

Unit Group 4747 Is retitled Samplers.
Unit Group 4786 is moved to Minor Group

479.

Unit Group 4682 Is moved to Minor Group
479, eliminating Minor Group 468.

Unit Group 4692 is moved to Minor Group
479.

Unit Group 4695 Is moved to Minor Group
479.

Minor Group 479 is retitled Administrative
Support Occupations, Not Elsewhere
Classified.

Unit Group 4747 is retitled Samplers.
Major Group 53 Is moved to the beginning of

Service Occupations.
Major Group So is deleted by moving Minor

Group 501 to Major Group 51. and Unit
Groups 5021. 5024. and 5025 into Minor
Groups 521. 524, and 525-6 respectively.

Unit Group 5133 is moved to Minor Group
512.

Unit Groups 5012 and 5013 are changed to
reflect the move of Unit Group 5133.

Unit Group 5232 Is retitled Hairdressers and
Cosmetologists.

Division--Mechanics and Repairers is moved
to before Construction and Extractive
Occupations.

Minor Group 712. Major Group 72. Major
Group 79 and a new Unit Group made up of
a part of Minor Group 711 are made into a
new division Precision Production
Occupations following Construction and
Extractive Occupations.

Minor Group 793 Is retitled Power Plant and
Systems Operators and split into 2 Unit
Groups, 7931-Stationary Engineers and
7932-Power Plant and Systems Operators,
exicept Stationary Engineers.

Unit Group 7234 Is deleted, by creating a new
unit group-7235 Furniture Finishers in
Minor Group 723 and combining the rest
with Unit Group 7239.

Unit Groups 7443 and 7643 are split into
redefined original groups and a new Unit
Group 7243-Precislon Printing Press
Operators.

Unit Group 7249 Is split Into a redefined
original group and 7244--Bookbinders.'

Unit Group 7223 Is split fito a redefined
original group and photoengravers are
merged into a retitled Unit Group 7242-
Lithographers and Photoengravers.

Unit Group 7241 is combined into a retitled
Unit Group 7442-Typesetters and
Compositers.

Unit Group 7259 is split into two unit groups
7258-Apparel and Fabric Patternmakers
and a redefined 7259.

Unit Group 7263 is split into two Unit Groups
7268-Photographic Process Workers and
redefining 72853 to exclude them. (Plus one
DOT from 7249)

Unit Group 7671 Is deleted (DOT's to 795 &
794) (the number Is reused later).

Unit Group 7679 Is split Into two Unit Groups
7671-Photographic Developing Machine
Operators and redefining 7679.

Minor Group 433 s moved to Minor Group
641 as a unit group.

Minor Group 679 Is moved to the beginning of
Division-Materfal Handlers, Equipment
Cleaners and Laborers.

Minor Group 19 is moved to Division-
Material Handlers, Equipment Cleaners,
and Laborers (following Mfinor Group 679].

Minor Group 769 Is moved to Division--
Material Handlers, Equipment Cleaners,
and Laborers (following Minor Group 19).
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Minor Group 779 is moved to Division-
Material Handlers, Equipment Cleaners,
and Laborers (following Minor Group 769).

Minor Group 672 is moved to Division-_
Material Handlers, Equipment Cleaners
and Laborers (following Minor Group 826).

Division-Material Handlers, Equipment
Cleaners, and Laborers is retitled Handlers,
Equipment Cleaners, Helpers, and
Laborers.

A new Major Group (80) is created for
Supervisors in the new Division-
Handlers, Equipment Cleaners, Helpers,
and Laborers (these would come from'
Supervisor Groups in the five (old)
preceding Divisions).

Minor Group 649 is deleted wit a part going to
Minor Group 826 and the rest to Minor'
Group 846.

Minor Group 659 is deleted with a part going
to 846 and the rest to 6519.

Parts of the unit groups of Minor Grbup 619
are moved to Major Group 81.

The high-level aggregated groups listed on
page 9 of the Manual are changed by
substituting 'sales and administrative
support' for 'clerical, sales, and related' in
group 2. Group 5 is split into two groups, 5-
Precision Production. Craft. and Repair and
6-Operators, Fabricators and Laborers.

fFR Doc. 79-33920 Filed 11-1-79; 845 am]

BILLNG CODE 3510-07-M

COUNCIL ON ENVIRONMENTAL
QUALITY

Publication of Fourth Progress Report
on Agency Implementing Procedures
Under the National Environmental
Policy Act

AGENCY: Council on Environmental
Quality, Executive Office of the
President.-
ACTION: Information Only: Publication of
Fourth Progress Report on Agency
Implementing Procedures Under the
National Environmental Policy Act.

SUMMARY: In response to President
Carter's Executive Order 11991, on
November 29, 1978, the Council on
Environmental Quality issued
regulations implementing the procedural
provisions of the National
En vironmental Policy Act ("NEPA"). (43
FR 55978-56007; 40 CFR 1500-08) Section
1507.3 of the regulations provides that
each agency of the Federal Government
shall have adopted procedures to
supplement the-regulations by July 30, -
1979. The Council has indicated to
Federal agencies its intention to publish
progress reports on agency efforts to
develop implementing procedures under
the NEPA regulations. The purpose of
these progress reports, the fourth of
which appears below, is to provide an
update on where agencies stand in this
process and to inform interested persons
of when to expect the publication of

proposdd procedures for their review
and comment.
FOR FURTHER INFORMATION CONTACT:
Nicholas C. Yost, General Counsel,
Council on Environmental Quality, 722
Jackson Place, N.W., Washington, D.C.
20006; 202-395-5750.

Fourth Progress Report on Agency
Implementing Procedures Under the
National Environmental Policy Act

At the direction of President Carter
(Executive Order 11991), on November
29, 1978, the Council on Environmental
Quality issued regulations implementing
the procedural provisions of the
National Environmental Policy Act
("NEPA"). These regulations appear at
Volume 43 of the Federal Register, pages
55978-56007 and in forthcoming
revisions to Volume 40 of the Code of
Federal Regulations, Sections 1500-1508.
Their purpose is to reduce paperwork
and delay associated with the
environmental review process and to
foster environmental quality through
better decisions under NEPA.

Section 1507.3 of the NEPA
regulations provides that each agency of
the Federal government shall adopt
procedures to supplement the
regulations. The purpose of agency
"implementing procedures," as they are
called, is to translate the broad
standards of the Council's regulations
into practical action in Federal planning
and decisionmaking. Agency procedures
will provide government personnel with
additional, more specific direction for
implementing the procedural provisions
of NEPA, and will inform the public and
State and local officials of how the
NEPA regulations will be applied to
individual Federal programs and
activities.

In the course of developing
implementing procedures, agencies are
required to consult with the Council and
to publish proposed procedures in the,
Federal Register for public review and
comment. Proposed procedures must be
revised as necessary to respond to the
ideas and suggestions made during the
comment period. Thereafter, agencies
are required to submit the proposed
final version of their procedures for 30
day review by the Council for
conformity with the Act and the NEPA
regulations. After making such changes
as are indicated by the Council's review,
agencies are required to promulgate
their final procedures. Although CEQ's
regulations required agencies to publish
their procedures by July 30, a number of
Federal agencies did not meet this
deadline.

The Council published its first
progress report on agency

implementation procedures on May 7,
1979, its second progress report on July
23, 1979 and its third progress report on
September 26, 1979. (44 FR 26781-82, 44
FR 43037-38; 44 FR 55408-55410.) The
fourth progress report appears below.
The Council hopes that concerned
members of the public will review and
comment upon agency procedures to
insure that the reforms required by
President Carter and by the Council's
regulations are implemented. Agencies
preparing implementing procedures are
listed under one of the following four
categories:

Category No. 1. Final Procedures Have Boon
Published

This categoryincludes agencies whose
final procedures have appeared in the
Federal Register.
Central Intelligence'Agency, 44 FR 45431

(Aug. 2,1979). -
Department of Agriculture, 44 FR 44802 (July

30, 1979):
Animal and Plant Health Inspection

Service, 44 FF 50381 (Aug. 28, 1979)
[correction: 44 FR 51272 (Aug,. 31, 1070)]

Forest Service, 44 FR 4471 (July 30,1970J
Soil Conservation Service. 44 FR 50576

(Aug. 29,1979)
Department of Defense, 44 FR 40841 (Aug. 0,

1979)
Department of Transportation, 44 FR 58420

(Oct. 1,1979)
Environmental Protection Agency, (at the-

Federal Register)
Export-Import Bank. 44 FR 50810 (Aug. 30,

1979]
International Communications Agency, 44 FR

45489 (Aug. 2, 1979)
Marine Mammal Commission, 44 FR 52837

(Sept. 11, 1979]
National Aeronautics and Space

Administration, 44 FR 44485 (July 30,
1979) [correction: 44 FR 49050 (Aug. 24,
1979))

Overseas Private Investment Corporation, 44
FR 51385 (Aug. 31,1979) [NEPA
Procedures are contained In this agency's
procedures implementing Executive
Order 12114.1

Category No. 2: Proposed Procedures Have
Been Established

This category includes agencies whose
proposed procedures have appeared In the
Federal Register. Those agencies whose final
procedures are expected within 30 days are
marked with a single asterisk (*); those
expected.within 60 days by a double asterisk

ACTION, 44 FR 60110 (Oct. 18, 1979)
Advisory Council on Historic Preservation, 44

FR 40653 (July 12,1979)*
Agency for International Development, 44 FR

56378 (09t. 1, 1970)
Civil Aeronautics Board, 44 FR 45637 (Aug. 3,

1979)
Department of Agriculture:

Agriculture Stabilization and Conservation
Service, 44 FR 44167 (July 27,1079)
[correction: 44 FR45631 (Aug. 3,1970))

Rural Electrification Administration, 44 FR
28383 (May 15, 1979*
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Department of Defense:
Department of the Air Force. 44 FR 44118

(July 26, 1979]*
Department of the Army, Corps of

Engineers, 44 FR 38292 (June 29,1979)*
Department of Commerce: National Oceanic

and Atmospheric Administration, 44 FR
60779 (Oct. 22.1979)

Department of Energy, 44 FR 42136 (july18,
1979]: Federal Energy Regulatory
Commission. 44 FR 50052 (Aug. 27.1979]'

Department of Housing and Urban
Development: Community Development
Block Grant Program 44 FR 45568 (Aug. 2,
19793*

Department of the Interior, 44 FR 40436 (July
10,1979]*:

Bureau of Reclamation, 44 FR 47627 (Aug.
14,1979)

Heritage Conservation and Recreation
Service, 44 FR 49523 (Aug. 23, 1979)

Department of Justice, 44 FR 43751 (July 26,
1979]*:

Drug Enforcement Agency, 44FR 43754
(July 26,1979]'

Immigration and Naturalization Service, 44
FR 43754 (July 26,19793*

Bureau of Prisons, 44 FR 43753 (July 26,
1979]'

Department of State, (at the Federal Register)
Department of Transportation:

Coast Guard, 44 FR 59306 (Oct 15,1979
Federal Aviation Administration, 44 FR

32094 (une 4,1979]'
Federal Highway Administration, 44 FR

59438 [OcL 15,1979)
Federal Railroad Administration. 44 FR

40174 (July 9,1979]'
Urban Mass Transportation -

Administration. 44 FR 59438 [Oct. 15,
1979]

Department of the Treasury, 44 FR 39692 (July
6,1979]*-

Federal Communications Commission. 44 FR
38913 (july3,1979]**

Federal Maritime Commission. 44 FR 29122
[May18,1979)

Federal Trade Commission, 44FR 42M12 (July
20, 1979

General Services Administration. 44 FR 33485
(June 11, 1979*: Public Buildings
Program 44 FR 27473 (May 10. 1979

International Boundary and Water
Commission (U.S. Section]. 44 FR 61665

,(Oct 26,1979]
National Capitol Planning Commission. 44 FR

33185 (June 8,1979]*
National Science Foundation, 44 FR 46901

(Aug. 9,1979]**
Pennsylvania Avenue Development

Corporation, 44 FR 45925 (Aug. 6,1979)
Postal Service, 44 FR 36991 (June 25, 1979)

[Addition--44 FR 52262 [SepL 7,1979)]'
Small Business Administration. 44 FR 45002

(July 31,1979]'
Tennessee Valley Authority, 44 FR 39679

(July 6, 1979]*
Veterans Administration. 44 FR 48281 (Aug.

17,1979]*
Water Resources Council, 44 FR 43749 (July

26,1979}**

Categorygo. 3:Anticipate Publication of
Proposed Procedures by Nov. 16,1979

This category includes agencies that are
-expected to publish proposed procedures in
the Federal Register by Nov. 16,1979.

Department of Agriculture: Science and
Education Administration

Department of Health. Education. and
Welfare: Food and Drug Administration

Department of Housing and Urban
Development

Department of Labor
Federal Emergency Management Agency
Nuclear Regulatory Commission

Category No. 4: Publication of Proposed
Procedures Delayed BeyondNov. 16,1979

This category includes agencies that are
not expected to publish proposed procedures
in the Federal Register by Nov. 16,1979.
Appalachian Regional Commission
Arms Control and DisarmanmEnt Agency
Community Services Administration
Consumer Product Safety Commission
Department of Agriculture: Farmers Home

Administration
Department of Commerce: Economic

Development Administration
Department of Defense:

Department of the Army
Department of the Navy
Defense Logistics Agency

Department of the Interior.
Bureau of Indian Affairs
Bureau of Land Management
Bureau of Mines
Fish and Wildlife Service
Geological Survey
National Park Service
Office of Surface Mining Reclamation and

Control
Department of Justice: Law Enforcement

Assistance Administration
Department of Transportation:

National Highway Traffic Safety
Adminjitration

Saint Lawrence Seaway Corporation
Farm Credit Administration
Federal Deposit Insurance Corporation
Federal Home Loan Bank Board
Federal Reserve System
Federal Savings and Loan Insurance

Corporation
Interstate Commerce Commission
METTRO
National Credit Union Administration
Securities and Exchange Commission

The development of agency
implementing procedures is a critical
stage in Federal efforts to reform the
NEPA process. These procedures must,.
of course, be consistent with the
Council's regulations and provide the
means for reducing paperwork and
delay and producing better decisions in
agency planning and decisionmaking.

Interested persons will have the
opportunity to make their suggestions
for improving agency procedures when
they are published in the Federal
Register in proposed form. Broad public
participation at this crucial juncture
could go a long way toward ensuring
that the goals of the NEPA regulations

are widely implemented in the day-to-
day activities of government.
October30 1979.
Nicholas C. Yost,
General Counse.
[FR Doe 9 Fled 1--m7 4s am]

BILWNG CODE 3125-01-U

THE COMMISSION OF FINE ARTS

Appearance of Washington, D.C.;
Meeting

The Commission of Fine Arts will next
meet in open session on Tuesday,
December 11, 1979, at 10:00 a.m. in the
Commissions offices at 708 Jackson
Place, N.W., Washington, D.C. 20006 to
discuss various projects affecting the
appearance of Washington, D.C.

Inquiries regarding the agenda and
requests to submit written or oral
statements should be addressed to Mr.
Charles H. Atherton. Secretary.
Commission of Fine Arts, at the above
address.

Dated in Washington, D.C., October 29,
1979.
Charles H. Atherton,
Secret ry.
IR 0c-. 7D- MCC FWd 11-1-7" &45 am]
BILLNG CODE 6330-01-U

COMMITTEE FOR PURCHASE FROM
THE BLIND AND OTHER SEVERELY
HANDICAPPED

Procurement List 1979; Addition

AGENCY. Committee for Purchase from
the Blind and Other Severely
Handicapped.
ACTION: Addition to Procurement LisL
SUMMARY: This action adds to
Procurement List 1979 a service to be
provided by workshops for the blind
and other severely handicapped.
EFFECTIVE DATE: November 2, 1979.
ADDRESS: Committee for Purchase from
the Blind and Other Severely
Handicapped, 2009 14th Street North,
Suite 610. ArIigton, Virginia 22201.
FOR FURTHER INFORMATION CONTACT. C.
W. Fletcher, (703] 557-1145.
SUPPLEMENTARY INFORMATION: On May
18,1979 the Committee for Purchase
from the Blind and Other Severely -
Handicapped published a notice (44 F.R.
29136) of proposed addition to
Procurement List 1979, November 15,
1978 (43 F.R. 53151].

After consideration of the relevant
matter presented, the Committee has
determined that the service listed below
Is suitable for procurement by the
Federal Government under 41 U.S.C. 46-
48c, 85 Stat. 77.
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Accordingly, the folfowing service is
hereby added to Procurement List 1979:
SIC 0782
Grounds Maintenance, Mare I6land Housing

Aieas:
Coral Sea Village, Bldg. 301D-4
Farragut South, Bldg. 302D-3 •

Farragut Central, Bldg. 303E-3,
Farragut North

Mare Island Naval Shipyard, Vallejo,
, California.

E, R. Alley, Jr.,
Acting Executive Director.
F"R Doe. 79-33997 Filed 11-1-79. 845 am)

BILLING cobE 6'820-33-M

Procurement List 1979; Proposed
Addition

AGENCY: Committee for Purchase from'
the Blind and Other Severely
Handicapped.
ACTION: Proposed Addition to
Procurement List.

SUMMARY: The Committee has received
a proposal to add to Procurement List
1979 a commodity to be produced by
workshpps for the blind and other
severely handicapped.
COMMENTS MUST BE RECEIVED ON OR
BEFORE: December 5,1979 I

ADDRESS: Committee for Purchase from
the Blind and Other Severely
Handicapped, 2009 14th Street North,
Suite 610, Arlington, Virginia 22201.
FOR FURTHER INFORMATION CONTACT:
C. W. Fletcher, (703) 557-1145.

SUPPLEMENTARY INFORMATION: This-*
notice is published ursuarit to 41ULJ.S.C,
47(a)(2), 85 Stat. 77.

If the Committee approves the
proposed addition, 'all entities of the
Federal Goveinment will be required to
procure the commodity listed below.
from workshops for the blind or other
severely handicapped.

It is proposed to add. the following
commodity to Procurement List 1979,
November 15; 1978 (43 FR 53151):
Class 7530
Pad, Writing Paper, 7530-00-239-8479 (GSA

National Capital Region)
E. R. Alley, Jr.,

Acting E(ebutive Director.
JFR Doe. 79-33993 Filed 11-1-79:45 am]

BILLING CODE 6820-33-A

DEPARTMENT OF DEFENSE

Corps of Engineers; Department of the
Army f

Intent To Prepare a Draft
Environmental Impact Statement
(DEIS) for Denison Dam (Lake Texoma)
Restudy on the Red River, Okla., and
Tex."
AGENCY: Uj Army Corps of Engineers,
DOD, Tulsa District.'"
ACTiON: Notice of Intent to Prepare a
Draft Environmental Impact Statement
(DEIS).

SUMMARY: 1. The primary purpose of our
study is to determine if the.Lake
Texoma project should be modified to
satisfy existing and predicted water
resource problems and needs including
flood control, Water supply, hydropower,
recreation, and fish and wildlife.
. 2. Reasonable Alternatives:
Evaluation included various alternatives
to change the lake level and to add
different numbers of generators,
conversion of power storage to water
supply or irrigation, construction of
additional recreation facilities and no:
action.

3. Corps Scoping Process:
a.,Public Involvement- A

comprehensive public involvement
program was developed as a means of
disseminating information and soliciting

-public views. A variety of techniques
'including formal public meetings, public
workshops, and the local news'media
were emplyed to involve the Federal,
State, and local, agencies, citizen
committees, organizations, and the
interested public in the planning studies.
, b. Significant Issues Requiring In--

Depth Analysis: None.

Petitioner generating station

c. Assignments: US Fish and Wildlife
Service is preparing a Fish and Wildlife
Coordination Act Report.

d. Environmental Review and
Consultation Requirements: The draft
environmental impact statement will be
circulated for review and all comments
will be incorporated into the final
environmental Impact statement.

4. Scoping meeting will not be hold.
5. Estimated date when the DEIS will

be available: November 1979.
ADDRESS: Mr. Buell 0. Atkins, Chief.
Environmental Resources Branch, US
Army Corps of Engineers, Tulsa District,
PO Box 61, Tulsa, OK 74121, (918) 601-
7857, FTS 736-7857,

Dated: October 25, 1979.
Robert G. Bening,
Colonel, CE District Engineer.
IFR Doc. 76-33900 Flied 11-1- ' 0 :45 aml
BILLING CODE 3710-39-A

DEPARTMENT OF ENERGY
'Economic Regulatory Administration
Receipt of Petitions for Temporary
Public Interest Exemptions for Use of
Natural Gas by Existing Powerplants
Under the Powerplant and Industrial
Fuel Use Act of 1978 and Proposed.
Order Granting the Temporary
Exemptions; Correction
AGENCY: Economic Regulatory
Administration, Department of lEnergy.
ACTION: Correction to 44 FR 60792,
October 22,1979.

SUMMARY: This notice will serve to
correct 44 FR 60792 published on
October 22, 1979. The table which
appears on page 60793 has been
amended; specifically the figures in the
column indentified as: Max. Quantity of
Oil Displaced Barrels/per day, have
been revised as follows:

Maximum
quantity of oil

Unit Identification displaded
barrels/

Typo of oil
displaced

Co
displaced

p.r day

Portland General Electric Co. (Bethel) . . CT 1 ....................... 49 Distlalo ..... No
Rochesteit Public Utilities (Cascade Creek).-...-... No. 1 . ........... 57.5 Dstillale...... No
Nebraska Publfc Powdr Distuict (Ogaf)als). No. 1 ....................... 52 Distillate....... No
(Bluffs) ... ...... .............. . ....... ..- - No. 2 2..... ....... 27 Disillale ... No

Savannah Electric & Power Company (Port Went-, CT 1 54.8 Dstlate.... NO
w'orth).

(Boulevard) ................. CT CT 2 and CT 3... 213.7 Distillate No
Board of Public Utilities, City of McPherson (Mu- GT 1, GT 2. and GT 3.... 468.5 Distillate- No

nicipal Plant).
,The Washington Water Power Company (North- CT 1 65.8 Distilal.t, No

east Combustion Turbine).
Tri-State Generation & Transnrtssion Assoiadon, CT 1, CT 2, and CT 3 342.5 Distillat.. No

Inc. (Republican River).
(Burlington). . _ C T i and CT 2 243.8 Distillate No.
City of Crete Utilities liepartment (Cret ).........-. No. 1 . 32.§ DistiIMle . No

;A r..4;nnt.. T IM .n fl,.-fh.. OR 1070

Robert L. Davies,
Acting Assi.t ant Administrator, Office of Fuels Conversion, Economic Regulators
Administration.
"FR Doec. 79-33901 Fled 11-1-79 8:4s aml
BILLING" CODE 6450-0I-M
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Western Area Power Administration

Fort Peck-Havre 161-kV Electrical
Transmission Line, Montana; Intent To
Prepare an Environmental Impact
Statement
. Notice is hereby given that in

accordance with the National
Environmental Policy Act of 1969
(NEPA], the Western Area Power
Administration (Western) has
commenced preparation of an
environmental impact statement (EIS] to
assess the environmental implications of
a proposed Western action to
reconstruct the Fort Peck-Havre 161-kV
electrical transmission line. The
proposed action would be located in
Montana in the counties of McCone,
Valley, Phillips, Blaine and Hill and
would generally follow the Milk River
and U.S. Highway 2 for 188 miles
between Fort Peck and Havre.

The existing Fort Peck-Havre 161-kV
transmission line was constructed in
1935 and is the major west side
transmission connection for the Fort
Peck powerplant. It provides service to
Federal and non-Federal loads along its
route.

The existing 44-year old line is of
wood pole H-frame construction and the
poles are in advanced stages of shell rot.
The poles are dangerous to climb,
subject to repeated failures and require
high maintenance costs. The line was
initially designed and constructed under
minimum design criteria making it the
source of excessive radio noise. It is
also susceptible to lightning strikes
because of the absence of overhead
ground wires, causing an excessive
number of voltage irregularities and
power outages.

A number of environmental and local
issues have been identified. These
issues include the possibilities of
locating structures within floodplains or
wetlands, encroachment onto the
Bowdoin National Wildlife Refuge,
impacting Federal or State listed or
proposed threatened or endangered
species or critical habitats, esthetic
impacts, crossing irrigated or irrigable
agricultural land, crossing the Fort
Belknap Indian Reservation, and
causing an adverse effect on historic or
cultural properties that are included in
or eligible for inclusion in the National
Register.

Alternatives currently planned to be
assessed in the EIS include the no action
alternative, rebuilding the existing line
at the existing voltage, upgrading the

line to 230-kV in the existing right-of-
way, and upgrading to 230-kV in a new
right-of-way to the south which would
avoid the irrigated land and river
crossings.

It is planned that four scoping
meetings will be held. They will be held
at Glasgow, Malta, Chinook and Havre,
Montana. A separate public notice of
the meetings will be issued to Federal.
State, and local agency officials and the
general public when the exact locations
and dates have been finalized.

The draft EIS is tentatively scheduled
to be released to the public for review
and comment during January 1981. The
final EIS is tentatively scheduled for
release during July 1981.

All interested agencies, organizations,
and persons are invited to submit
questions on the proposed project and
comments and suggestions on the
proposed scope of the EIS, including
issues and alternatives, and comments
and suggestions for consideration in the
preparation of the draft EIS. Questions,
comments and suggestions should be
submitted to Gary W. Frey.
Environmental Manager. Western Area
Power Administration, Department of
Energy, P.O. Box 3402, Golden, Colorado
80401 (telephone 303-231-1527).
Comments and suggestions should be
submitted to Mr. Frey on or before
November 16,1979. Upon completion of
the draft EIS, its availability will be
announced i the Federal Register at
which time public comments will again
be solicited.

Issued in Golden. Colo., October 19,1979.
For the Department of Energy, Western

Area Power Administration.
Robert L. McPhail,
Administrator.
RRoc. Dr-uM Fcd 11-1-,1t &45 =1!
811NG CODE 54rO-o1-U

Economic Regulatory Administration

ADA Resources, Inc.; Action Taken on
Consent Order
ACTION: Economic Regulatory
Administration, Department of Energy.
ACTION: Notice of Action taken and
opportunity for comment on Consent
Order.

SUMMARY: The Economic Regulatory
Administration (ERA) of the Department
of Energy (DOE) announces action taken
to execute a Consent Order and
provides an opportunity for public

comment on the Consent Order and on
potential claims against the refunds
deposited in an escrow account
established pursuant to the Consent
Order.
DATES: Effective date: October 16,1979.
Comments by: December 3,1979.
ADDRESS: Send comments to: Wayne L
Tucker, District Manager of
Enforcement, Southwest District Office,
Department of Energy, P.O. Box 35228,
Dallas, Texas 75235.
FOR FURTHER INFORMATION CONTACT:
Wayne L Tucker. District Manager of
Enforcement, Southwest District Office,
Department of Energy, P.O. Box 35228,
Dallas, TX 75235 [phone] 214/767-7745.
SUPPLEMENTARY INFORMATION: On
October 16,1979, the Office of
Enforcement of the ERA executed a
Consent Order with Ada Resources, Inc.
of Houston. TX. Under 10 CFR
205.1991(b), a Consent Order which
involves a sum of less than $500,000 in
the aggregate, excluding penalties and
interest, becomes effective upon its
execution.

Because the DOE and ADA
Resources, Inc. wish to expeditiously
resolve this matter as agreed and to
avoid delay in the payment of refunds,
the DOE has determined that it is in the
public interest to make the Consent
Order with Ada Resources, Inc. effective
as of the date of its execution by the
DOE and Ada Resources, Inc.

I. The Consent Order

Ada Resources, Inc. (formerly doing
business as Ada Oil Company), with its
home office in Houston, Texas, is a firm
engaged in the resale of petroleum
products, and is subject to the
Mandatory Petroleum Price bnd
Allocation Regulations at 10 CFR, Parts
210, 211,212. To resolve certain civil
actions which could be brought by the
Office of Enforcement of the Economic
Regulatory Administration as a result of
its audit of Ada Resources, Inc.'s sales
as a reseller of petroleum products, the
Office of Enforcement, ERA, and ADA
Resources, Inc. entered into a Consent
Order, the significant terms of which are
as follows:

1. The periods covered by the audit
were November 1, 1973, through June 30,
1974, for sales of natural gasoline,
butane and bunker "C" fuel, and
November 1, 1973, through August 31,
1974, for sales of motor gasoline, No. 2
diesel fuel, kerosene and aviation fuel.
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2. Ada Resources, Inc. improperly
applied the provisions of 10 CFR 212.93
(6 CFR 150.359 prior to January 15, 1974)
when determining the prices to be ,
charged for its petroleum products, and
as a consequence certain of its - ' .
customers were overcharged on some of
their purchases. ,

3. Ada Resources, Inc. agrees to
refund to the DOE $100,000, including
interest, within 30 daysof the effective
date of the Consent Order, October 16,
1979.

4. The provisions of 10 CFR 205.199J,
including the publication of this Notice,
are applicable.to the Consent Order.
II. Dispostion of Refunded Overcharges

In this Consent Order, Ada Resources,
Inc. agrees to refund. in full settlement
of any civil liability withrespect to'
actions which might be broughtby the
Office of Enforcement, ERA, arising out
of the transactions specified in I.1
above, the sunrof $100,000 within 30
days of the effective date of this
Consent Order. Refunded overcharges
will be in the form of a bertifled check
made payable-to the United States
Department of Energy and will be
delivered to the Assistant Administrator,
for Enforcement, ERA. These funds will
remain in a suitable account pending'the.
determination of their proper
disposition.The DOE intends to distribute the
refund amounts in a just and equitable
manner in accordance with applicable
laws'and regulations. Accordingly,
distribution of such refunded
overcharges requires only those
"persons" (as defined at 10 CFR 205.2)
who actually suffered a loss as'a result
of the transactions described in the'
Consent Order receive appropriate
refunds. Because of the petroleum
industry's complex marketing system, it
is likely that overcharges have either
been passed through as higherprices to
subsequent purchasers or offset through
devices such as the Old Oil Allocation
(Entitlements) Program, 10-CFR 211.'67.
In fact, the adverse effects of the
overcharges may have become so
diffuied that it is a practical
impossibility to identify specific,
adversely affected persons, in which
case disposition of the refunds will be
made in the general public interestby
an appropriate means such as payment
to the Treasury'of the United States
pursuant to 10 CFR 205.1991(a):

II. Submission or Written Comments
A. Potential Claimants: Interested

persons who believe that they have a
claim to all or a portion of the refund"
amount should provide written
notification of the claim to the'ERA at

this time. Proof of claims is not now
being required. Writtennotification to
the ERA at this time is requested
primarily for the purpose of identifying
valid potential claims to the refund
amount. After potential claims are
identified, procedures for the making of'
proof of claims may be established. '
Failure by a'person to provide writter
notification of a potential claim within
the comment'period for this Notice may
result in the DOE irrevocably disbursing,
the funds to other claimants or to the
general public interest.

b. Other Comments: The ERA invites
interested persons to comment on the
terms, conditions, or procedural aspects
of this Consent Order.

You should send your comments or
written notification of a claim to Wayne
I. Tucker, District Manager of
Enforcement, Southwest District Office,
Department of Energy, P.O. Box 35228,
Dallas, TX. You may obtain a free copy'
of this Consent Order by writing to the'
same address or by calling 214/767-
7745.

You should identify your comments or
written notification of a claim on the
outside of your envelope and on the
documents you submit with the
designation, "Comments on Ada
Resources,'Inc. Consent Order." We will
consider all comments we receive by
4:30 p.m. local time, on December 3,
1979. Youshould identify any
infofimation or data which, in your
opinion, is confidential and submit it in
accordAnce with the procedures in 10
CFR 205.9(f.

Issued in Dallas, TX on the 23rd day of
.October, 1979.
Wayne I. Tucker,
District Manager ofEnforcement, Southwest
District Office, Economic Regulatory
Administration.
[FR Doc 79 -33925Sided 11-2-79 8:45 am)
BILLING CODE 6450-01-M

Adams Resources & Energy, Inc.;
Action Taken on Consent Order
AGENCY: Economic Regulatory
Administration, Department of Energy.
ACTION: Notice of action taken and
opportunity for comment on Consent
Order.

SUMMARY: The Economic Regulatory
Administration (ERA] of the Department
of Energy (DOE) announces action taken
to execute a Consent Order-and ...
provides an opportunity foi public.:
comment on the Consent Ordeikand on:
potential claims against the refunds,
deposited in an escrow account
established lursuant to the Consent
Order.

DATES: Effective Date: October 11, 1979.
COMMENTS BY: December 3, 1979.
ADDRESS: Send comments to: Wayne 1.
Tucker, District Manager of
Enforcement, Southwest District Office,
Department of Energy, P.O. Box 35228,
Dallas, Texas 75235.
FOR FURTHER INFORMATION CONTACT.
Wayne 1. Tucker, District Manager of
Enforcement, Southwest District Office,
Department of Energy, P.O. Box 35228,,
Dallas, Texas 75235--(214) 767-7745,
SUPPLEMENTARY INFORMATION, On
October.11, 1979, the' Office of
Enforcement of the ERA executed a
Consent Order with Adams Resources &
Energy, Inc. of Houston, Texas. Under 10
CFR 205.199Jb), a Consent Order which
involves a sum of less than $500,000 In
the aggregate, excluding penalties and
interest, becomes effective upon Its
execution.

I. The Consent Order
Adams Resources & Energy, Inc., with

its office located in Houston, Is a firm
engaged in crude oil production, and Is
subject to the Mandatory Petroleum
Price and Allocation Regulations at 10
CFR, Parts 210, 211, 212. To resolve
cdrtain civil actions which could be
brought by the Office of Enforcement of
the Economic Regulatory Administration
as a result of its audit of crude oil sales,
the Office of Enforcement, ERA, and
Adams'Resources &Energy, Ind.,
entered into a Consent Order, the
significant terms of which are as
followi:

1. The period covered by the audit
was September 1973 through May 1979.
and it included all sales of crude oil
which were made during that period for
the properties listed in the Consent
Order.

2. Adams Resources & Energy Inc.
improperly applied the provisions of 6
CFR Part 150, Subpart L and 10 CFR Part
212, Subpart D, when determining the
prices to be charged for crude oil; and as
a consequence, charged prices In excess
of the maximum lawful sales price
resulting in overcharges to its customers,

3. In order to expedite resolution of
the disputes involved, the DOE and
Adams Resources & Energy Inc. have
agreed to a, settlement In the.amount of.
$80,o00.0o. The refund will be made in
three quarterly payments beginning
September 30, 1979 and ending on
March 31, 1980. A detailed schedule of
the refund payments, is contained in the
Consent Order.

4. The sales of crude oil determined to
be inviolation were made to several
refiners and because the ultimate
consumers are not readily Identifiable,
the refund will be made through the
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DOE in accordance with 10 CFR Part
205, Subpart V as provided below.

5. The provisions of 10 CFR 205.199J
including the publication of this Notice,
are applicable to the Consent Order.

H. Disposition of Refunded Overcharges

In this Consent Order, Adams
Resources & Energy Inc. agrees to
refund, in full settlement of any civil
liability with respect to actions which
might be brought by the Office of
Enforcement, ERA, arising out of the
transactions specified in 1.1. above, the
sum of $80,000.00 on or before March 31,
1980. Refunded overcharges will be in
the form of a certified check made
payable to the United States
Department of Energy and will be
delivered to the Assistant Administrator
for Enforcement, ERA. These funds will
remain in a suitable account pending the
determination of their proper
disposition.

The DOE intends to distribute the
refund amounts in a just and equitable
manner in accordance with applicable
laws and regulations. Accordingly,
distribution of such refunded
overcharges requires that only those
"persons" (as defined at 10.CFR 205.2)
who actually suffered a loss as a result
of the transactions described in the
Consent Order receive appropriate
refunds. Because of the petroleum
industry's complex marketing system, it
is likely that overcharges have either
been passed through as higher prices to
subsequent purchasers or offset through
devices such as the Old Oil Allocation
(Entitlements) Program, 10 CFR 211.67.
In fact, the adverse effects of the
overcharges may have become so
diffused that it is a practical
impossibility to identify specific,
adversely affected persons, in which
case disposition of the refunds will be
made in the general public interest by
an appropriate means such as payment
to the Treasury of the United States
pursuant to 10 CFR 205.199I(a).

III. Submission of Written Comments

A. Potential Claimants, Interested
persons who believe that they have a
claim to all or a portion of the refund
amount should provide written
notification of the claims to the ERA at
this time. Proof of claims is not now,
being required. Written notification to
the ERA at this time is requested
primarily for the purpose of identifying
valid potential claims to the refund
amount. After potential claims are
identified, procedures for the making of
proof of claims may be established.
Failure by a person to provide written
notification of a potential claim within
the comment period for this Notice may

result in the DOE irrevocably disbursing
the funds to other claimants or to the
general public interest.

B. Other Comments. The ERA invites
interested persons to comment on the
terms, conditions, or procedural aspects
of this Consent Order. You should send
youi comments or written notification of
a claim to Wayne I Tucker, District
Manager of Enforcement, Southwest
District Office, Department of Energy,
P.O. Box 35228, Dallas, Texas 75235. You
may obtain a free copy of this Consent
Order by writing to the same address or
by calling (214) 767-7745.

You should identify your comments or
written notification of a claim on the
outside of your envelope and on the
documents you submit with the
designation, "Comments on Adams
Resources & Energy, Inc. Consent
Order." We will consider all comments
we receive by 4:30 p.m., local time, on
December 3,1979. You should identify
any information or data which, in your
opinion, is confidential and submit it in
accordance with the procedures in 10
CFR 205.9f).

Issued in Dallas, Texas on the 23 day of
October, 1979.
Wayne L Tucker,
District ManagerofEnforcerent, Southwest
District, Economic Regulatory
AdmInistration.
IR Do =7-3 5 Filed 11-1-M: 1145 am]

ILUNG CODE 64001-M

Al Brown, Oil Operator, Action Taken
on Consent Order

AGENCY: Economic Regulatory
Administration, Department of Energy.
ACTION: Notice of action taken and
opportunity for comment on Consent
Order.

SUMMARY: The Economic Regulatory
Administration (ERA) of the Department
of Energy (DOE) announces action taken
to execute a Consent Order and
provides an opportunity for public
comment on the Consent Order and on
potential claims against the refunds
deposited in an escrow account
established pursuant to the Consent
Order.
DATES: Effective date: October 15,1979.
Comments by December 3,1979.
ADDRESS: Send comments to: Wayne L
Tucker; District Manager of
Enforcement, Economic Regulatory
Administration, Department of Energy,
P.O. Box 35228, Dallas, Texas 75235.
FOR'FURTHER INFORMATION CONTACT.
Wayne L Tucker, District Manager of
Enforcement, Economic Regulatory
Administration, Department of Energy,

P.O. Box 35228, Dallas, Texas 75235.
Phone: 214/767-7745.
SUPPLEMENTARY INFORMATION: On
October 15,1979, the Office of
Enforcement of the ERA executed a
Consent Order with Al Brown, Oil
Operator of Houston, Texas. Under 10
CFR205.199J(b), a Consent Order which
involves a sum of less than $500,000 in
the aggregate, excluding penalties and
Interest, becomes effective upon its
execution.

L The Consent Order
Al Brown. Oil Operator (Brown), with

its office located in Houston, Texas, is a
firm engaged in the production and sale
of crude oil, and is subject to the
Mandatory Petroleum Price and
Allocation Regulations at 10 CFR, Parts
210,211 and 212. To resolve certain civil
actions which could be brought by the
Office of Enforcement of the Economic
Regulatory Administration as a result of
its audit of Brown, the Office of
Enforcement, ERA. and Brown entered
Into a Consent Order, the significant
terms of which are as follows:

1. The Consent Order covers sales of
crude oil to Sun Oil Company and the
Permian Corporation during the period
September 1,1973 through December 31,
1977.

2. The ERA has alleged violations of
the ceiling prices for crude oil set forth
in 10 CFR, Part 212, Subpart D.

3. Brown admits no liability.
4. The provisions of 10 CFR 205.199J,

including the publication of this Notice,
are applicable to the Consent Order.

il. Disposition of Refunded Overcharges
In this Consent Order, Brown agrees

to refund, in full settlement of any civil
liability with respect to actions which
might be brought by the Office of
Enforcement, ERA, arising out of the
transactions specified in .I. above, the
sum of $31,203.15 on or before May 31,
1980. Refunded overcharges will be in
the form of a certified check made
payable to the United States
Department of Energy and will be
delivered to the Assistant Administrator
for Enforcement, ERA. These funds will
remain in a suitable account pending the
determination of their proper.
disposition. The DOE intends to
distribute the refund amounts in a just
and equitable manner in accordance
with applicable laws and regulations.
Accordingly, distribution of such
refunded overcharges requires that only
those "persons" (as defined at 10 CFR
205.2) who actually suffered a loss as a
result of the transactions described in
the Consent Order receive appropriate
refunds. Because of the petroleum
industry's complex marketing system, it
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is likely that overcharges have either
passed through as higher prices to
subsequent purchasers or offset through
devices such as the Old Oil Allocation
(Entitlements) Pxogram, 10 CFR 211.67.
In fact, the adverse effects of the
overcharges maihave become so
diffused that it is a practical
impossiblility to identify specific,
adversely affected persons, in which
case disposition of the xefunds will be
made in the general public interestby
an appropriate means such as payment
to the Treasury of the United States
pursuant toD10 FR205.199J(a).

II1. Submission of Written Comments

A. Potential Claimants:Interested
persons who believe that they have a
claim to all or a portion of the refund
amount should provide written
notification of 'the claim to the ERA at
this time. Proof of clais is not now
being required. Written notification to
the ERA at this time is requested
primarily for the purpose of identifying
valid potential clams 'to the efund
amount. 'After potential claims are
identified, procedures -for the making of
proof of claims may be established.
Failure by a person to provide written
notification of a potential claim within
the comment period for this Notice may
result in the DOE irrevocably disbursing
the funds to other claimants or to the
general public interest.

B, Other Comments: he .ERA invites
interested persons to comment on the
terms, conditions, orprocedural aspects
of this Consent Order. You should send
your comments or written notification of

'a claim to Mr. Wayne I. Tucker,
Economic RegulatoryAdministration,
Department ofEnergy, P.O. Box 35228,
Dallas, Texas 75235. You may obtain a
free copy of this Consent Order by
writing to the same address or by calling
214/767-7745.

You should identify your comments or
written notification of a claim on the
outside of your envelope and on the
documents youzubmit with the ,
designation, "Comments on Al Brown
Consent Order". We will consider all
comments we receive by 4:30 p.m., local
time, on December S, 1979. You should
identify any information or data which,
in your opinion, is.confidential and
submit it in accordance with the -
procedures in10 C.F.R. Section 205.9(f).

Issued in Dallas, Texas on the 23rd day of
October, 1979,
Waynb I. Tucker,
DistriclManagerof Enforcement.
[FR Dor. 79-33928 Fited 21-1-7f"&'4 5 am]

BILLING CODE-6450 1-M"

-C & K Petroleum, 1n.; Action Taken on
Consent Order
AGENCY: Economic Reglatory
Administration, Department of Energy.
ACTIoN: Notice of action taken and
opportunity for comment on Consent
Order.

SUMMARY. The EconomicRegulatory
Administration'[ERA) of the Department
of Energy [DOE) announces action-taken
to execute a Consent Order and
provides an opportunity for public
comment on the Consent Order andon
potential claims against the refunds
deposited in an escrow account
established pursuant to the Consent
Order.
DATES: Effective Date: October 16,1979.
ADDRESS: Send comments to:. Wayne I.
Tucker, District Manager of
Enforcement, Southwest District Office,
Department of Energy, P.O. Box 35228,
Dallas, Texas 75?35.
FOR FURTHER INFORMATON CONTACT:
Wayne I. Tucker, District Manager of -
-Enforcement, Southwest District Office,
Department of Energy, P.O. Box 35228,
Dallas, Texas 75235--(214) 767-7745.
SUPPLEMENTARY INFORMATION: On

- October 16, 1979, the Office of
Enforcement of the ERA executed a
Consent Order with C & K Petroleum,
Inc. of Houston, Texas. Under10 CFR
205.199J(b), a Consent Order which,
involves asum ofless than$500,000 in
the aggregate, excluding penalties and

.interest, becomes effective upon its
execution.
I. The Consent Order

C & K petroleum, Iic., with its office
located in Houston.,Texasis a firm
engagedin crude oil production, and is
subject to-the Mandatory Petroleum
Price and Allocation Regulations at:10
CFR, Parts 210, 21 212.To resolve
certain civil actions which could be
brought by the Office of Fforcement of
the Economic Regulatory Administration
as a result of itsauditof rude oil sales,
the Office of Enforcement, ERA, and C &
K Petroleum, Inc., entered into a
Consent Order, the significant terms of
which are as follows:

* 1. The period covered by the audit
was September 1973 through March
1979, and it included all sales ofcrude
oil which were made diuinglath period
for the properties listed in the Consent
Order.

2. C & K Petrolem Inc. improperly
applied the provisions oft CFR Part 150,

- Subpart L and 10 CFR Part 21t, Subpart
D, when deternlning the prices to be
charged for crude oil, and as a
consequence, charged prices in excess,

of the .na;imum lawful saI63 price
resulting in overcharges to its customers.

3. In order to expedite resolution of
the disputes involved, the DOE and C &
K Petroleum, Inc. have agreed to a
settlement in the amount of$26,O00.D0.
-The refund will be made within So days
of the effective date of the Consent
Order.

4. The sales of crude oil determined to
be in violation were made to several
refiners and because the ultimate
consumers are noi readily identifiable,
the iefund will be made through the
DIOE in accordance with 10 CFR Part
205, Subpart V as provided below.

5. The provisions of10 cFR 205.1991.
including the publication of this Notice,
are applicable to the Consent Order,

II. Disposition of Refunded Overhargis
In this Consent Order. C &K

Petroleum, Inc. agrees to refund, in full
settlement of any civil liability with
respect to actions which might be
brought by the Office of Enforcement,
ERA, arising out of the transactions
specified in 1.1. above, the sum of
$265,000.00 on or before Refunded
overcharges will be in the form of a
certified check made payable to the
United States Department of Energy and
will be delivered to the Assistant
Administrator for Enforcement, ERA.
These funds will remain in a suitable
account pending the determination of
their proper disposition.

The DOE intends to distribute the
refund amounts in a just and equitable
manner in icccordance with applicable
laws 'and regulations. Accordingly.
distribution of such refunded
overcharges requires that only those
$$persons" (as defined at10 CFR203.2)
who actually suffered a loss as a result
of the transactions described In the
Consent Order receive appropriate
refunds. Because of the petroleum
industry's complexmarketing system, it
is likely that overcharges have either
been passed through as higher prices lo
subsequent purchasers or offset through
devices such as the Old-Oil Allocation
(Entitlements) Program. :10 CFR 211.07.
In fact, the adverse effects of the
-overcharges mayhave become so'
diffused that it is a practical
impossibility to identify specific.
adversely affected persons, in which
case disposition of the refunds wilibe
made in the general public interest by
an appropriate means such as payment
to the Treasury of the United States
pursuant to 10 CFR 205.1991(a).

IIl. Submission of Witten Comments
A. Poiehtial Claimants; Interested

persons who believe thal'they have a
cliam to all or a portion of the refund
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amount should provide written
notification of the claim to the ERA at
this time. Proof of claims is not now
being required. Written notifications to
the ERA at this time is requested
primarily for the purpose of identifying
valid potential claims to the refund -
amount After potential claims are
identified, procedures for the making of
proof of claims may be established.
Failure by a person to provide written
notification of a potential claim within
the comment period for this Notice may
result in the DOE irrevocably disbursing
-the funds to other claimants or to the
general public interest.

B. Other Comments. The ERA invites
interested persons to comment on the
terms, conditions, or procedural aspects
of this Consent Order. You should send
your comments or written notification of
a claim to Wayne I. Tucker, District
Manager of Enforcement, Southwest
District Office, Department of Energy,
P.O. Box 35228, Dallas, Texas 75235. You
may obtain a free copy of this Consent
Order by writing to the same address or
by calling (214) 767-7745.

You should identify your comments or
written notification of a claim on the
outside of your envelope and on the
documents you submit with the
designation, "Comments on C & K
Petroleum, Inc. Consent Order." We will
consider all comments we receive by
4:30 p.m., local time on December 3,
1979. You should identify any
information or data which, in your
opinion, is confidential and submit it in
accordance with the procedures in 10
CFR 2o5.9(f),

Issued in Dallas, Texas on the 23 day of
October, 1979.
Waynp L Tucker,
DistrictManager forEnforcement, Southwest
District, Economic Regulatory
Administration.
S [FR Doc. 7--3923 Filed 11-1-; 8:45 am]

BILWNG CODE 6450-01-M

Federal Energy Regulatory'
Commission

[Docket No. R179-411

An-Son Corp.; Petition for Special
Relief
October 29, 1979.

Take notice that on June 11, 1979, An-
Son Corporation (An-Son), 3814 N. Santa
Fe, Oklahoma City, Oklahoma, 73118,
filed a petition for special relief
pursuant to Section 2.76 of the
Commission's Rules and Regulations
under the Natural Gas Act. An-Son
seeks an increase in its rate from 49.9
cent per Mcf to 79 cent per Mcf for the
sale of gas from the Barby-Featherstone
well in Beaver County, Oklahoma to

Northern Natural Gas Company. An-Son
states the increase is necessary in order
to install compression facilities.

Any person desiring to be heard or to
make any protest with reference to said
petition should on or before November
19,1979, file with the Federal Energy
Regulatory Commission, Washington,
D.C. 20426 a petition to intervene or a
protest in accordance with the
requirements of the Commission's Rules
of Practice and Procedure (18 CFR 1.8 or
1.10). All protests filed with the
Commission will be considered by It in
determining the appropriate action to be
taken but will not serve to ask the
protestants parties to the proceeding.
Any party wishing to become a party to
a proceeding, or to participate as a party
in any hearing therein, must file a
petition to intervene in accordance with
the Commission's Rules.
Kenneth F. Plumb,
Secretary.
[tFR Doc. 7,9-&,3 Fdcd 11-1-72 &45 am)
BLWING CODE 9450-01-M

[Docket No. C173-293]

Beico Petroleum Corp., Agent; Petition
To Clarify Certificate of Public
Convenience and Necessity
October 29,1979.

take notice that on September 14,
1979, Belco Petroleum Corporation,
Agent ("Belco"), One Dag
Hammarskjold Plaza, New York, New
York 10017, filed a petition pursuant to
Section 1.7 of the Commission's Rules of
Practice and Procedure, requesting a
modification of the Certificate of Public
Convenience and Necessity issued in
Opinion No. 659. Docket No. C173-293. 1

Specifically, Belco requests that (1) the
plowback obligation, embodied in
Ordering Paragraph (H) be clarified to
reflect that the obligation, in keeping
with Belco's refund exposure, Is limited
to the actual revenues Belco has
received under the certificate in excess
of those which it would have received at
the area rate of 26¢ per Mcf; and (2] the
period for completing that obligation be
extended from ten to 15 years.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before
November 19, 1979, file with the Federal
Energy Regulatory Commission.
Washington, D.C. 20426, a petition to
intervene or a protest in accordance
with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10). All
protests filed with the Commission will
be considered by it in determining the

'49 F.P.C. 1154 (1973). on rehearing Opinion No.
659-A. So FP.C. 164 (1973).

appropriate action to betaken but will
not serve to make the protestants
parties to the proceeding. Any person
wishing to become a party to a
proceeding or to participate as a party in
any hearing therein must file a petition
to intervene in accordance with the
Commission's Rules.
Kenneth.F. Plumb,
Secretary
[FR Doe. 7-= Filed 11-i-7m &43 am)

BMLM COO 6450-4l-U

[Docket No. EL80-2]

City of Gallup v. Public Service Co. of

New Mexico; Notice of Filing

October29,1979.
The filing party submits the following:
Take notice that on October 9,1979,

the City of Gallup, New Mexico (City)
filed a complaint, a motion for.
declaratory order, and a motion for an
order compelling interconnection by the
City, against the Public Service
Company of New Mexico (PNM).

The City is bringing this action in
order to obtain a fourth point of
interconnection for the delivery of
electric power and energy from PNM to
the City. PNMA is contractually obligated
to provide all of the power and energy
requirements of the City, and the fourth
point of interconnection is necessary if
the City's electric energy requirements
are to be met.

A copy of this filing has been served
upon the Public Service Company of
New Mexico. the firm of Keleher and
McLeod, and the firm of Morgan, Lewis,
and Bockius.

Any person desiring to be heard or to
protest said application should file a
petition to intervene or protest with the
Federal Energy Regulatory Commission,
825 North Capitol Street, N.E.,
Washington. D.C. 20426, in accordance
with Sections 1.8 and 1.10 of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10). All such
petitions or protests should be filed on
or before November 23,1979. Protests
will be considered by the Commission in
determining the appropriate action to be
taken but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a petition to intervene. Copies
of this application are on file with the
Commission and'are available for public
inspection.
Kenneth F. Plumb,
Secretary.
iFR Do C.MT-Z Fied &4--73, 8:45 a=]
BILING CODE 6450-01-U
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[Docket No. CP79-485]

Kentucky West Virginia Gas CO.;
Application
October29,1979.

Take notice hat on September 12,.
1979, Kentucky West Virginia Gas
Company (Kentucky), Second National
Bank Building, Ashland, Kentucky-41101,
filed in Docket No. CP79-485 an
application pursuant to Section 7[b) of
the Natural Gas Act fdr permission and
approval to abandon natural gas service
to 44 farm-type service taps through
which Kentucky delivers gas to
Equitable Gas Company (Equitable] for
resale to 44 residential and small
commercial c:ustomers and to amend the
order issued on January 20, 1972 in
Docket No. CP72-130 pursuant fo
Section 7(a) of the Natural Gas Act so as
to authorize the delivery and sale of
additional volumes of natural gas to
Prestonsburg City's-Utility Commission
(Utility Commission) sufficient to'
provide service to the 44 retail
customers whose service would be
abandoned, all as more fully set forth in
the application which is on file with the
Commission and open to public
inspection.

Prior to June 1953, Kentucky owned
and operated gas well Nos. 219, 282, and
409, in Knotley Hollow located in Floyd
County, Kentucky. It is stated that gas
from these,wells was transported,.
through 2-inch connecting line Nos. W-
219, W-282, and W-409 to line No. 3 of
Kentucky's gathering system. Kentucky
provided gas service from said
connecting lines to 36 rural homes and
small businesses located near the
connecting lines and on December 5,
1958, said retail customers were
transferred to Equitable by the'Kentucky
Public Service Commission, and
thereafter Kentucky has sold gas to
Equitable for resale to said retail
customers.

By June 1953, Kentucky states that the
three wells were depleted and plugged
and the gas supplied to the 36 domestic
customers was -backled" from
Kentucky's gathering system through its
said line Nos. W-219, W-282, and W-
409.

Since 1953, said connecting lines have
become extremely corroded,
deteriorated and in dangerous condition.
Accordingly, Kentucky is requesting
authority to abandon service at the-36
farm-type tap delivery points where gas
is delivered to Equitable for sale for
resale along Line Nos, W-219, W-282,
and W-409, and to abandonservice to
Equitable at 8 additional farm-type taps
located between KnotleyHollow and
the existing "Emma" service point

where Kentucky sells gas to the Uility
Commission. Kentucky also requests
amendment of the order issued in
Docket No. CP72-130 to permit the
delivery and sale of sufficient additional
gas to the UtilityCommission at the
"Emma" service point to provide
substitute retail gas service for the 44
customers whose service would be
abandoned, and in connection
therewith, for approval of a new service
agreement increasing the maximum

* annual and daily contract quantities of
deliveries at the Prestonsburg Metering
Station at Emma to accommodate the
gas requirements of said 44 customers
for whom the Utility Commission has
agreed to provide replacement gas
service.
. Any person desiring to be heard or to

-make any protest with reference to said
application should on or before
November 19, 1979, file with the Federal
Energy Regulatory Commission,
Washington, D.C.'20426, a petition to
intervene or a proteqt in-accordance
with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10) and the
Regulations under the Natural Gas Act
(18 CFR 157.70]. All protests filed with
the Commission will be considered by it
in determining the appropriate action to7
be taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
-to a proceeding or to participate as a '
party in any hearing therein must file d
petition to intervene in accordance with
the Commission's Rules.

Take further notice that, pursuant to
the authority contained in and subject to
the jurisdiction coriferred-upon the
Federal Energy Regulatory Commission
by Sections 7 and 15 of he'Natural Gas
Act a.ndthe-Comnnission's Rules of
Practice and Procedure, a hearing will
be held without further-notice before the
Commission or its designee on the
application to abandon if no petition to'
intervene is filed within the time -
required herein, if the Commission on its
own review of the matterfinds that a
grant of the certificate and permission
and approval for the-proposed
abandonment are required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, or if
the Commission'on its ownmotion
believes that a formal hearing is
required, further notice of such hearing
will be duly given.:

Under the procedure herein provided
for, unless otherwise advised, it will be

unnecessary for Applicant to appear or
be represented at the hearing.
Kenneth F. Plumb,
Secretary.
[FR oc. 79-33933 Filed 11-1-7R 8:43 aml

BILLING CODE 6450-01-M

[Docket No. CPB0-3]

Lone Star Gas Co., a Dlvlsion ol
Enserch Corp.; Application
October 29, 1979.

Take notice that on October 1, 1979.
Lone Star Gas Company, a Division of
Enserch Corporation [Applicant), 301
South Harwood Street, Dallas, Texas
75201, filed in Docket No, CP80-3 an
application pursuant to Section 71c) of
the Natural Gas Act and Section 157.7[b).
of the Regulations thereunder C18 CFR
157.7(b)) for a certificate of public
convenience and necessity authorizing
the construction, during the calendar
year 1980, and operation of facilities to
enable Applicant to take into its
certificated main pipeline system
supplids of natural gas which would be
purchased from producers and other
similar sellers thereof, all as more fully
set forth in the application on file with
the Commission and open to public
inspection.

The stated purpose of this budget-type
application is to augment Applicant's
ability to act with reasonable dispatch
in connecting to its pipeline system
supplies df natural gas which may
become available from various
producing areas generally coextensive
with its pipeline system or the systems
of other pipeline companies which may
be authorized to transport gas for the
account of or exchange gas with
Applicant.

Applicant states that the total cost of
the proposed facilities would not exceed
$2,000,000 and that the cost of any single
project would not exceed$500,000,
Which cost Applicant proposes to
finance from funds currently on hand.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before
November 19, 1979, file with the Federal
Energy Regulatory Commission,
Washington, D.C., 20426, a petition to
intervene or a protest In accordance
with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10) and the
Regulations under the Natural Gas Act
(18 CFR 157.10). All protests iled with
the Commiision will be considered by it
in determining the appropriate action to

.be taken but will not qerve to make the
protestants parties to the proceeding.
Any person wishing to become u party

m II
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to a proceeding or to participate as a
party in any hearing therein must file a
petition to intervene in accordance with
the Commissioi's Rules.

Take further notice that, pursuant to
the authority contained in and subject to
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
Sections 7 and 15 of the Natural Gas Act
and the Commission's Rules of Practice
and Procedure, a hearing will be held
without further notice before the
Commission or its designee on this
application if no petition to intervene is
filed within the time required herein, if
the Commission on its own review of the
matter finds that a grant of the
certificate is required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, or if
the Commission on its own motion
believes that a formal hearing is
required, further notice of such hearing
will be duly given. -

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicant to appear or
be represented at the hearing.
Kenneth F. Plumb,
Secretary.
[FR Docr-7-3934 FIed:n-1-7% 8:45 am]
BILLING CODE 6450-01-M

[Docket No. CP8O-19]

Michigan Wisconsin Pipe Une Co.;
Application
October 29,1979.

Take notice that on October 9,1979,
Michigan Wisconsin Pipe Line Company
(Mich Wis), One Woodward Avenue,
Detroit, Michigan 48226, filed in Docket
No. CP80-19 an application pursuant to
Section 7(c) of the Natural Gas Act for a
certificate of public vonvenience and
necessity authorizing the transportation
of up to 22,500 Mcf of natural gas per
day for Tennessee Gas Pipeline
Company, a Division of Tenneco Inc.
(Tennessee), all as more fully set forth in
the application which is on file with the
Commission and open for public
-inspection.

Pursuant to an order issued August 16,
1978 in Docket No. CP78-18, Mich Wis
and four other pipeline transmission
companies were authorized to construct
and operate lateral pipeline facilities
connecting the production platform in
High Island area Block A-209, offshore
Texas with the east leg of the pipeline
systems of High Island Offshore System
(HIOS) located in High Island area
Block A-332, offshore Texas. At the time
of issuance of the certificate, Mich Wis
was the only applicant having obtained
a commitment of gas reserves

underlying Block A-309 and.
accordingly, was authorized to own a
100 percent interest in the first segment
of the lateral line and corresponding
percentage interests in the other
segments necessary to deliver the Block
A-309 gas supplies to HIOS. Mich Wis
indicated that it expected to transport
the uncommitted gas reserves
underlying Block A-309 for such other
companies as may require the right to
purchase such reserves.

Subsequently, the application
indicates that Tennessee advised Mich
Wis that it acquired by a Gas Purchase
Contract dated August 6,1979, the right
to purchase the gas production
attributable to a previously
uncommitted 45 percent interest of
Amoco Production Company. To
effectuate receipt of the Block A-309 gas
supplies, Tennessee has requested Mich
Wis provide transportation service for
up to 22,500 Mcf of natural gas per day.
The proposed point of receipt would be
at the Block A-309 production platform
and the point of redelivery would be at
the interconnection of the Block A-309
lateral line and the aforementioned east
leg of HIOS located in High Island area
Block A-332, offshore Texas. From the
point of redelivery, Tennessee would
utilize its entitlement in both HIOS and
U-T Offshore System to effectuate
receipt of the Block A-309 gas supplies
to its own transmission system.

The transportation agreement
provides for a contract monthly demand
charge of $2.60 per Mcf of contract
demand. The term of the agreement is 15
years which would commence on the
date of initial deliveries.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before
November 19,1979, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20426, a petition to
intervene or a protest in accordance
with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10) and the
Regulations under the Natural Gas Act
(18 CFR 157.10). All protests filed with
the Commission will be considered by it
in determining the appropriate action to
be taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
petition to intervene in accordance with
the Commission's Rules.

Take further notice that pursuant to
the authority contained in and subject to
the jurisdiction conferred upon the
Federal Energy Regulatory Commission
by Sections 7 and 15 of the Natural Gas
Act and the Commission's Rules of

Practice and Procedure, a hearing will
be held without further notice before the
Commission or its designee on this
application if no petition to intervene is
filed within the time required herein, if
the Commission on its own review of the
matter finds that a grant of the
certificate is required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, orif
the Commission on its own motion
believes that a formal hearing is
required, further notice of such hearing
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Mich Wis to appear or
be represented at the hearing.
Kenneth F. Plumb,
Secretary.
(FR Me- 79.3315?Ud 11-1-7tt4Sau
BILUJG COOE 64501-U

[Docket No. CP80-61

Panhandle Eastern Pipe Line Co.
Application
October 29,1979.

Take notice that on October 1,1979,
Panhandle Eastern Pipe Line Company
(Applicant), P.O. Box 1642. Houston,
Texas 77001, filed in Docket No. CP80-6
an application pursuant to Section 7(c)
of the Natural Gas Act and Section
157.7(b) of the Regulations thereunder
(18 CFR 157.7(b)] for a certificate of
public convenience and necessity
authorizing the construction, during the
12-month period commencing January 1,
-1979, and operation of facilities to
enable Applicant to take into its
certificated main pipeline system
natural gas which would be purchased
from producers or other similar sellers
thereof, all as more fully set forth in the
application on file with the Commission
and open to public inspection.

The stated purpose of this budget-type
application is to augment Applicant's
ability to act with reasonable dispatch
in connecting to its pipeline system
supplies of natural gas which may
become available from various
producing areas generally conextensive
with its pipeline system or the systems
of other pipeline companies which may
be authorized to transport gas for the
account of or exchange gas with
Applicant

Applicant states that the total cost of
the proposed gas purchase facilities
would not exceed $20,000,000, with no
single onshore project to exceed
$2,500,000 and no single offshore project
to exceed $3,500,000.

Applicant recognizes that the
proposed total and single project costs
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are ;n excess of the amounts specified in
subparagraphs (1)(i) and (ii) of Section
157.7(b) of the Commission's Regulation,
but requests cost limits in contemplation
of amendments to the regulations -
permitting such limits. However,-
Applicant requests waiver of the cost
limitations in subparagraphs (1)(i) ahd
(ii) t6 permit a total and single project
cost in excess of the amounts specified
thereunder in the e ent such
amendments increasing the cost limits
are not duly promulgated.,
' Any person desiring to be heard or to

make any protest with reference to said-
application should on or before
November 19, 1979, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20426, a petition to
intervene or a protest in accordance
with the requirements of the •
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10) and the
Regulations under the Natural Gas Act.
(18 CFR 157.10). All protests filed with
the Commission will be considered by it
in deteimining the appropridte action to
be taken but will not serve to make-the
prbtestants parties to the pro'ceeding.
Any person'wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
petitioi'to intervene in accordance with
the Commission's Rules.

Take further notice that, pursuant to
the authorift contained in and subject to
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
Sections 7' and 15 of the Natural Gas Act
and the Commlosion's Rules of Practice
and Procedure, a hearing will be held
without further notice before the . -
Commission or its designee on this
application-if no petition to interveneAis
filed within the time required herein, if
the Commission on its own review of the
matter finds that a grant of the
certificate is required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, or ii
the Commission on its own motion
believes that a formal hearing is
required, further notice of such hearing.
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicant to appear or
be represented at the hearing.
Kenneth F. Plumb,
Secreiary.
[FR Doc. 71-33938'Filed 11-1-7D; 8:45 aml

BILLING CODE 645.,1-N

[Docket No. CP70-224]

Sea Robin Pipeline Co.; Petition To
Amend
October 29, 1979.

Take notice that on September 21,
1979, Sea Robin Pipeline-Company (Sea
Robin),P.O. Box 1478, Houston,Texas
77001, filed in Docket No. CP70-224 t a
petition to emend the order of June 1,
1970, issued in said'docket pursuant to

-Section 7(c' of the Natural Gas Act
authorizing an increase in the total
contract 'demand level presently,'
applicable to Columbia Gas
Transmission Corporation (Columbia)
under Rate Schedule X-3. to 85,000 Mcf
per day, all as more fully set forth in the
petition to amend which is on file with
the Commission and open to public
inspection. -

Pursuant to a gas transportation
agreement between Sea Robin-and
United Fuel Gas Company (United)
dated January 15, 1970, Columbia,
successorin interest to United, is

- reserved up to 100,000 Mcf per day of
capacity in Sea Robin's offshore
transmission pipeline system, it is
stated. Seq Robin indicates that it
presently transports approximately
48,400 Mcf per day of gas for Columbia
or Columbia's account as provided for in
Sea Robin's Rate Schedule X-3, from
various delivery points' on Sea Robin's
system to a point of redelivery to
Columbia at the terminus of Sea Robin's
system onshore near Erath, Vermilion
Parish, Louisiana.

it is stated that Columbia and Sea
Robin have entered into an amendment
of the transportation agreement dated
March 21,1979, which amends the
agreement between the parties dated
January 15,1970; to allow for an
increase in Columbia's contract demand

•to 100,000'Mcfper day. However,
Columbia has advised United that it
would have only 85,000 Mcf per day of
gas available for transportation through
the Sea Robin system. Accordingly, Sea
Robin requesfs authorization to
transport for Columbia or Columbia's
account up.to 85,000 Mcf per day. Sea
Robin states that service to other
customers bf Sea Robin would not be'
affected by the proposals made herein
nor would service to Sea Robin's resale
customers be affected as well.
' Any person desiring to be heard or to
make any protest withreference to said
petition to amend should on or before'
November 19, 1979, file with the Federal
Energy Regulatory commission,
Washington, D.C. 20426, a petition to
intervene or a protest in accordance

1This proceeding was commenced before the
FPC. By joint regulation of October 1,1977 (10 CFR.
1000.1), it was transferred to the Commission.

with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10) and the
Regulations under the-Natural Gas Act
(18 CFR 157,10). All protests filed with
the Commission will be considered by It
in determining the appropriate action to
be taken but will not serve to rilako the
protestants parties to the proceeding,
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
petition to intervene in accordance with
the Commission's Rules.
Kenneth F. Plumb,
Secretary. •
[FR Doc. 79-33937 Fiid 11-1-79 8:45 ainj

BILLING CODE 6450-01-M

[Docket No. CP79-490]

Southwest Gas Storage Co., and
Panhandle Eastern Pipe Line Co.;
Application
October 29,1979.

Take notice that on September 17,
1979, Southwest Gas Storage Company
(Southwest), P.O. Box 1348, Kansan City,
Missouri 64141, and Panhandle Eastern
Pipe Line Company (Panhandle), P.O.
Box 1642, Houston, Texas 77001, filed in
Docket No. CP79-490 a joint application
pursuant to Section 7 of the Natural Gan
Act for a certificate of public
convenience and necessity authorizing
the development and operation of the
Borchers North Field (BNF) located in
Meade County, Kansas, as an
operational gas storage facility, all as
more fully set forth In the application
which is on file with the Commission
and open to public inspdction.

It is stated that the BNF is if nearly
depleted natural gas field located in
Meade County, Kansas. Panhandle Is
the sole purchaser of gas produced from
this field. It is estimated that the original
gas'in place in the BNF was 70,082,000
Mcf. Applicants state that as of April 1,
1979, the cumulative gas production was
60,159,000 Mcf with remaining
recoverable reserves of approximately
6,579,000 Mcf and nonrecoverable gai
reserves of.3,344,000 McfApplcants state that the Morrow
Formation has been studied and found
to be a well defined closed gas reservoir
with essentially no energy derived from
water influx, and have concluded that it
is well suited to provide the storage
service pr6posed by Southwest herein to
Panhandle and other potential storage
customers.
. Southwest proposes the total reservoir

volume for the BNF to be 70,082,000 Mcf
with a total top working storage of
35,000,000 Mcf and proposed base

I i i = l i
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volume of 35,082,000 Mcf. It is asserted
that the facilities proposed herin have
been designed in order to accommodate
a daily injection rate of 300,000 Mcf and
withdrawal rate of 350,000 Mcf.

By this application Southwest seeks
authorization for the following facilities
and operations necessary to develop
and perform the storage service
proposed herein from the BNF:

(a) To acquire all necessary mineral,
royalty, and working interests, and all
storage, surface and other rights and
interest necessary to develop and
,operate the BNF as a gas storage
facility.

(b) To drill, complete and operate
thirty new injection-withdrawal wells
and one caprock observation well,
together with appurtenant wellhead
measuring equipment and other
ancillary well completion facilities.

Cc) To rework nineteen existing gas
wells and provide certain wellhead
measuring equipment and other
ancillary facilities. Upon reworking,
fifteen of these wells would be utilized
as injection-withdrawal wells and the
remaining four wells would be utilized
as observation wells.

(d) To rework and replug nine
previously abandoned wells in the field.

(e) To construct and operate a field
compressor station to be equipped with
15,000 horsepower of compression,
together with all related facilities
including yard piping and valves, liquid
collection facilities, flow control and
measurement and gas cooling towers.

(0) To construct storage gathering lines
and facilities within the BNF along with
dehydration and cleaning equipment

(g) To construct the 11.25 miles of 24-
inch OD pipeline and related facilities
necessary to connect the BNF to
Panhandle's existing main line
transmission system in Meade County,
Kansas, and to establish an
interconnection at that point.

(h) To receive 31,738,000 Mel of
natural gas plus compressor fuel
required for'the injection of such gas
from its storage customers for utilization
as base or cushion gas for the Borchers
North Project with title to such base gas
remaining in each of the storage
customers providing the base gas.

(i) To hold the base gas provided by
the customers for the benefit of such
storage customers.

01 To accept delivery of gas for
storage and to withdraw from storage
and redeliver to Panhandle in the
Winter Period volumes of gas up to
25,000,000 Mcf for testing purposes while
the project is being developed.

(k) To accept delivery of gas for
storage and to withdraw and redeliver
to its storage customers a volume of

working storage gas not to exceed
35,000,000 Mcf on an annual basis when
the Borchers North Project is fully
developed.

(1) To withdraw and redeliver base
gas volumes in accordance with Article
V of the Gas Storage Agreement with
Panhandle dated June 119 1.79.

(m To maintain a total reservoir
content of gas in the Borchers North
Project not to exceed 70,100,000 Mcf at a
bottom hole reservoir pressure of 2190
psia.

(n) To render natural gas storage
service to Panhandle pursuant to tle gas
storage agreement

Southwest estimates that the costs
required to develop the BNF as a storage
facility would be $72,960,000.

Panhandle seeks Commission
authorizations for the folloiwng
operations, accounting and rate
treatment in order to carry out the
Borchers North Storage Project:

(a) To deliver base gas aggregating
27,200,000 Mcf (including 6,579,000 Mc
of remaining recoverable reserves), plus
compressor fuel required to inject such
gas, to Southwest during the
development phase of the Borchers
North Project. This volume of gas would
be utilized by Southwest as the major
portion of the cushion or base required
for the Borchers North Project.

(b) To record in Account 117, "Gas
stored underground Noncurrent" for
inclusion in Panhandle's rate base, all
base or cushion gas delivered to
Southwest by Panhandle during the term
of the gas storage agreement dated June
11, 1979, under provisions of the
Commission's regulations in effect from
time to time for Account 117 or any
superseding regulations.

(c) To exercise all rights and
,obligations under the gas storage
agreement.

(d) To deliver to Southwest during the
Summer Period and to receive from
Southwest in the Winter Period volumes
of gas not to exceed 25,000,000 Me
during the development of the Borchers
North Project.

The application states that Southwest
would charge Panhandle a rate of 57.24
cents per Mcf for the proposed storage
service.

It is indicated that the cost of
construction would be initially financed
through short-term loans which would
be repaid with the proceeds from long-
term debt securities of Southwest.

Any person desiring to be heard or to
make any protest with reference to said
application should Pn or before
November 19,1979, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 2042, a petition to
intervene or a protest in accordance

with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10) and the
Regulations under the Natural Gas Act
(18 CFR 157.10). All protests filed with
the Commission will be considered by it
in determining the appropriate action to
be taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
petition to intervene in accordance with
the Commission's Rules.

Take further notice that, pursuant to
the authority contained in and subject to
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
Sections 7 and 15 of the Natural Gas Act
and the Commission's Rules of Practice
and Procedure, a hearing will be held
without further notice before the
Commission or its designee on this
application if no petition to intervene is
filed within the time required herein, if
the Commission on its own review of the
matter finds that a grant of the
certificate is required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, or if
the Commission on its own motion
believes that a formal hearing is
required, further notice of such hearing
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicants to appear or
be represented at the hearing.
Kenneth F. Plumb,
Secretiary

BLiNG CoDE 450-01-U

[Docket No. CP60-94 et aL]

Tennessee Gas Pipeline Co., a Division
of Tenneco Inc4 Petition To Amend
October29,1979.

Take notice that on October 2,1979,
Tennessee Gas Pipeline Company, a
Division of Tenneco Inc. (Tennessee),
P.O. Box 2511, Houston, Texas 77001,
filed in Docket No. CP60-94 et a., a
petition to amend the order of December
28,1976, as amended on December 13,
1978, issued in said docket pursuant to
Section 7(c) of the Natural Gas Act so as
to authorize the sale of natural gas to
the Connecticut Gas Company
(Connecticut) under the terms of a new
gas sales contract which provides for
changes in daily volume limits by
delivery point as set forth in the
appendix hereto, all as more fully set
forth in the petition which is on file with
the Commission and open to public
inspection.
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Tennessee states that it was granted
authorization in Docket No. CP60-94 et
al., to serve Connecticut under
Tennessee's CD-6 Rate Schedule in lieu
of Tennessee's -a and GS-6 Rate
Schedules and to render such service
with revised daily volume limits by
delivery point. Accordingly, it is stated,
Tennessee is now serving Connecticut-
under Tennessee's CD-6 Rate Schedule
and the terms and conditions of an
associated gas sales contract between
the parties dated December 13, 1978,
which provides for the sale and delivery
by Tennessee of a contracted demand of
44,133Mcf of gas per day. Tennessee
states that the total of the daily volume
limits at the delivery points exceed
Connecticut's contracted demand of
44,133 Mcf per day in order to provide
Connnecticut with operational flexibility
among delivery points;-however,'
Connecticut is not entitled to take on
any day a total of more than 44,133 Mcf
at all delivery points.

Connecticut has requested that
Tennessee revise the daily volume limits
for certain specified delivery points.
Tennessee is agreeable to sucli changes
in service to Connecticut and,
accordingly, both parties have-entered
into a precedent agreement which
provides for the execution of a new gas
sales contract providing for revised
daily volume limits by delivery points.

Tennessee states that the proposed
sale of gas would not increase or
decrease the annual volumetric
limitation imposed on Tennessee's
system in Opinion Nos. 712 and 712-A
for sales to Connecticut. Tennessee also
states that the proposed service would
have no impact on Tennessee's other
customers.

Any person desiring to be heard or to
make any protest with reference to said
petition should on or before November
19, 1979, file with the Federal Energy

Regulatory Commission, Washington,
D.C. 20426, a petition to intervene or a
protest in accordance with the
requirements of the Commission's Rules
of Practice and Procedure (18 CFR 1.8 or
1.10) and the Regulations under the
Natural.Gas Act (18 CFR 157.10). All
protests filed with the Commission will
be considered by it in determining the
appropriate action to be taken but will
not serve to make the protestants
parties to the proceeding. Any person
wishing to become"a party to a"
proceeding or to participate as a party in
any hearing therein must file a petition

to intervene in accordance with the
1pommissions Rules.
Kenndth F. Plumb,
Secretary.

Appendix
Proposed Revislon of DaUy Volume UmnlS (Mc)

Existing Pooe
Derivery daly re d Nal

point volume da:y Chage
rm3ita voiume

1-Torringtoh....... '3400 ' 14000 600,
2-Winsted... .. 12345 '2345
3-Longotidge Road

Stamford.......... 22000 22000 ....
4-Stamford

Emergency.
5-Norwak........... _ 8000 a000
6-Derby ......... 18700 15000 (3700)
7-Danbury ...... .__ 9792 9792
8-Walingford ....... 6800 8000. 2200

Total........... 70127 69227 (900)

'Tennessee has indicated that the existing da;ly dxAlery ca-
pacity of the Winsted-T6rngton lateral is 5835 Mc.

[FR Doc. 79-33939 Filed 11-1-79; 6:45 am)
1ILUNG CODE 6450-b1-M

[Docket No. CP77-260]

Texas Eastern Transmission Corp.;
Petition To Amend
October 29,1979.

Take notice that on October 9, 1979,
Texas Eastern TransmissiQn
Corporation (Texas Eastern), P.O. goxc
2521, Houston, Texas 77001, filed in
Docket No. CP77-260 a petition to
amend the order of May 23, 1977, issuing
a certificate of public convenience and
necessity.in the instant docket pursuant
to Section 7(c) of the Natural Gas Act by
authorizing the construction and
operation of facilities for the exchange
of natural gas with Natural Gas Pipeline
Company of America (Natural), all as
more fully set forth in the petition to
amend which is on file with the
Commission and open for public
inspection.,4

Pursuant to the order issued May 23,
1977, Texas Eastern is authorized-to
exchange with Natural up to 4,000
dekatherms (dt) equivalent of natural
gas.per day, It is further authorized to
construct and operate a 2-inch tap ond
valve assembly on its 24-inch line in
Colorado County, Texas, anda 2-inch
tap and.valve assembly on its 16-inch
line in Goliad County, Texas, for the
receipt of the said natural gas from
Natural;

Texas Eastern requests authorization
to

(1)'Construct an additional two-inch
-tap and valve assembly on its twenty-'
four-inch line in Colorado County, -:

Texas, for receipt of 3,000 dt equivalent
per day of natural gas from Natural,

(2) Construct a two-inch.ta and valve
assembly on its sixteen-inch line in
Dewitt County, Texas, for the receipt of
2,000 dt equivalent per day of natural
gas from Natural, and,

(3) Add the existing Interconnection
with the Exxon Sarita Gasoline Plant In
Kenedy County, Texas, as an exchange
point for the delivery of natural gas to
Natural.

Texas Eastern would redeliver
equivalent volumes to Natural at the
existing points of interconnection
between the two systems in either
Brazoria County, Texas, or Kenedy
County, Texas.

Construction of the facilities is
estimated to cost $12,400 and Natural
would reimburse Texas Eastern for the
cost of all'facilities to be installed.

Texas Eastern asserts that the
construction would increase the
volumes of supply to Natural's
customers, without requiring It to build
additional facilities, Texas Easterni
states that it has ample capacity on its
system to render the proposed service
and its obligations under the exchange
agreement would have no significant
effect on the operation of Its system.
Natural has notified Texas Eastern that
it must have all necessary approvals for
the exchange by November 1, 1979, or It
could lose its right to purchase gas
quantities from Westland Oil
Development Corporation.

Any person desiring to be heard or to
make any protest with reference to said
petition to amend should on or before
November 19,1979, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20420, a petition to
intervene or a protest in accordance
with the requirements of the
Commission's Rules of Practice and

-Procedure (18 CFR 1.8 or 1,10) and the
Regulations under the Natural Gas Act
(18 CFR 157.10). All protests filed with
the Commission will be considered by It
in determining the appropriate action to
be taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become'a party
to a proceeding or to participate as a
party in any hearing therein must file a
petition to intervene in accordance with
the Commission's Rules.
Kenneth F. Plumb,
Secretary.
FRDec. 79-33p4 Filed 1- 43 an)

'BILLNG CO01i 6450-01-M

... ..144-,
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[Docket No. CPS-8]

Texas Eastern Transmission Corp.;
Application

October29, 1979

Take notice that on October 1, 1979,
Texas Eastern Transmission
Corporation (Applicant), P.O. Box 2521,
Houston, Texas 77001, filed in Docket
No.. CP80-8 an application pursuant to
Section 7(c) of the Natural Gas Act and
Section 157.7(b) of the Regulations
thereunder (18 CFR 157.7(b)) for a
certificate of public convenience and
necessity authorizing the construction,
during the calendar year 1980, and
operation of facilities to enable
Applicant to take into its certificated
main pipeline system natural gas which
would be purchased from producers or
other similar sellers thereof, all as more
fully set forth in the application on file
with the Commission and open to public
inspection.

The stated purpose of this budget-type
application is to augment Applicant's
ability to act with reasonable dispatch
in connecting to its pipeline system
supplies of natural gas which may
become available from various
producing areas generally coextensive
with its pipeline system or the systems
of other pipeline companies which may
be authorized to transport gas for the
account of or exchange gas with
Applicant.

Applicant states that the total cost of
the proposed gas purchase facilities
would not exceed $20,000,000, with the
cost of any single offshore project not to
exceed $3,500,000 and any single
onshore project not to exceed $2,500,000.
Applicant proposes to finance the cost
of the proposed facilities from funds on
hand.
- Applicant recognizes that the

proposed total and single project costs
are in excess of the amounts specified in
subparagraphs (1) (i] and (ii) of
§ 157.7(b) of the Commission's
Regulations but requests cost limits in
contemplation of amendments to the
regulations permitting increased limits.
However, Applicant requests waiver of
the cost limitations in subparagraphs (1)
(i) and.(ii) to permit a total and single
project cost in excess of the amounts
specified thereunder in the event such
amendments increasing the cost limits
are not duly promulgated. Appli~ant
avers that it needs the increases in order
to offset the effects of inflation and still
be able to maintain an active gas supply
program for the benefit of its customers.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before
November 19, 1979, file with the Federal

Energy Regulatory Commission,
Washington, D.C. 20426, a petition to
intervene or a protest in accordance
with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR or 1.10) and the
Regulations under the Natural Gas Act
(18 CFR 157.10). All protests filed with
the Commission will be considered by it
in determining the appropriate action to
be taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
petition to intervene in accordance with
the Commission's Rules.

Take further notice that pursuant to
the authority contained in and subject to
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
Sections 7 and 15 of the Natural Gas Act
and the Commission's Rules of Practice
and Procedure, a hearing will be held
without further notice before the
Commission or its designee on this
application if no petition to intervene is
flied within the time required herein, if
the Commission on its own review of the
matter finds that a grant of the
certificate is required by the public
conienience and necessity. If a petition
for leave to intervene is timely filed, or if
the Commission on its own motion
believes that a formal hearing is
required, further notice of such hearing
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicant to appear or
be represented at the hearing.
Kenneth F. Plumb,
Secretary.
IFR Doc, -"41 Filed I-1-2; W-5 am)
BILLING CODE 4450-1-t

[Docket No. CP8O--13]

Texas Eastern Transmission Corp. and

United Gas Pipe Line Co.; Application

October 29,1979.
Take notice that on October 4,1979,

Texas Eastern Transmission
Corporation (Texas Eastern), P.O. Box
2521, Houston, Texas 77001. and United
Gas Pipe Line Company (United), P.O.
Box 1478, Houston, Texas 77001,
(Applicants) fled in Docket No. CPO-13
an application pursuant to Section 7(c)
of the Natural Gas Act for a certificate
of public convenience and necessity
authorizing the exchange of certain
quantities of natural gas, all as more
fully set forth in the application on file
with the Commission and open to public
inspection.

Applicants request authorization to
exchange up to 40,000 Mcf of natural gas
per day pursuant to an exchange
agreement dated August 31,1979. By the
terms of said agreement, Texas Eastern
would accept up to 40,000 Mcf of natural
gas per day from United' at a point of
interconnection between a 16-inch
lateral pipeline to be constructed,
owned and operated by United? and
Texas Eastern proposes to redeliver a
thermally equivalent volume of gas, less
fuel and lost and unaccounted for gas, to
Trunkline Gas Company (Trunkline) for
United's account at existing onshore
points of interconnection between the
facilities of Texas Eastern and Trunkline
in Allen and/or Beauregard Parishes,
Louisiana.

In return for Texas Eastern's
rendering such service, United proposes
to utilize a portion of its capacity in the
pipeline system owned by Sea Robin
Pipeline Company (Sea Robin) to
transport up to 40,000 Mcf of natural gas
per day for Texas Eastern. 3 United
indicates that it would cause Sea Robin
to accept such gas at the producers'
platforms in Eugene Island Blocks 333
and 256, offshore Louisiana, and to
redeliver equivalent volumes, less fuel
and other uses, to Columbia Gas
Transmission Corporation (Columbia)
for Texas Eastern's account at an
existing point of interconnection
between the facilities of Sea Robin and
Columbia at Erath, Louisiana. United
avers that it would utilize the capacity
in Sea Robin's system that it has
acquired by assignment from Texas
Eastern pursuant to a letter agreement
dated August 31,1979, between the
parties.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before
November 19, 1979, file with the Federal
Energy Regulatory Commission.
Washington, D.C. 20426, a petition to
intervene or a protest in accordance
with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10) and the
Regulations under the Natural Gas Act
(18 CFR 157.10). All protests filed wit]'
the Commission will be considered by it
in determining the appropriate action to
be taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party

'United has contracted to purchase such gas fron
Getty Oil Company.

2United would construct the facility under its
current budget authorization.

'Texas Eastern. It is Indicated, has acquired the
right to purchase this gas from Sun 01. Company.
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to a proceeding or to participate as a-
party in any hearing therein must file a
petition to intervene in accordance-with.
the Commission's Rules.

Take further notice that. pursuant to
the authority contained in and subject to
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
Sections 7 and 15 of the Natural Gas Act
and the Coinmission's Rules of Practfce
and Procedure, a hearing Will be held
without further notice before the
Commission or its designee on this
application if no petition to intervene is
filed within the time required herein, if
the Commission on its own review of the
matter finds that a grant of the
certificate is required by the public
convenience and necessity. If a petition,
for leave to intervene is timely filed,. or if
the Commission. on its own motion
believes that a. formal hearing is.
required, further notice of such hearing
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicants to appear or
be represented at the hearing.
Kenneth.F. Plumb,
Secretary.
[FR Doc. 79-33912 Filed 11-"-7% 8:45 ami
BILLING CODE 645-01-U

(Docket No. C179-487]

(October 29,1979).

Texas Pacific il Co.4Application

'Take notice that on June 6, 1979,
Texas Pacific Oil Company (Texas
Pacific), 1700 One Main- Place; Dallas,
Texas, filed in Docket No C179-487 an
application pursuant to Section 7(c) of
the NaturalGas Act, as amended,, and
Section 2.75 of the Commission's
General Policy and Interpretations,
Optional Procedure For Certificaffng
New ProducerSales ofNaturaf Gas, for
a certificate of publicconvenience and
necessity authorizing the sale of natural
gas fromits interest in Block A-298
Field, High Island Area, Offshore Texas
to Michigan Wisconsin Pipeline
Company, all asmore fully set forth in
the application, which is on file with the
Commission and opento public
inspection.

The contract is for a base period of 15
years, Texas Pacific rbquests that the
Commission issue it a certificate -...
authorizing a rate of $4.00 per Mcf (at
14.73 psia) subject-to a Btu adjustment
for BTU content above or below.lOOO
BTU.

Any'person desiring to be heard or to
make any protest with reference to said
application, on or before November 19,
1979, should file with the Federal Energy

Regulatory Commission, Washington,
D.C. 20426. a petition to intervene or a
protest in accordance with the
requirements of the Commission's Rules
of Practice ind Procedure'(18 CFR 1.8 or
1.10]. All protests filed with the
Commission will be considered by it-in, -
determining the appropriate action to be
taken, but will not serve to make the
protestants preties to the proceeding,
Any person wihing to become a party
to a proceeding, or to participate as a
party ii any hearing therein, must file a.
petition to intervene in accordance with
the Commission's Rules.

Take further notice that, pursuant to
the authority contained in and subject to
the jurisdiction conferred upon the
Federal Energy Regulatory Commission
by Sections 7 and 15 of the Natural Gas
Act and the Commission's Rules of
Practice and Procedure, a hearing will
be held without further notice-before the
Commission on this application if no
petition to intervene is filed within the
time required herein, if the Commission
on its own review'of the matterfrids
that a grant of the certificate is required
by the public convenience and
necessity. If a petition for leave to
intervene is timely filed, or If the
Commission on its own motion believes
that a formal bearing is required, further
notice of such hearing will be duly
given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicant to appear or
be reliresented at the hearing
KennethLF. Plumb,
Secretary.
[FR Doc. 79-33943 Fled 11-1-79, 845 aml

BILLNG CODE 6450-01-M

[Docket No. CP79-506]

Transcontinental Gas Pipe Line Corp,;
Application
October 29,1979..

Take notice that on September 27,
1979, Transcontinental Gas Pipe Line
Corporation (Applicant), P.O. Box 1396,
Houston. Texas 77001. filed in Docket
No. CP79-506 an application pursuant to
Section 7(c) 'of the Natural Gas Actand
Section 157.7(b) of the Regulations
thereunder (18 CFR 157.7(b)) fora
certificate of public convenience and
necessity-authorizing the construction,'
duringthe period November 21.1978.
through December-31.1980 and.
oper'ation offacilities to enable '

'Applicant~reuests that tha-proposedbudgeL'
authorization extend through December 3L.1980, in'
order that its subsequent budget-authorzatron may
be Issued on- a calerdar year basis.Transco s
current budget authorization expires November 20.
1978.

Applicant to take into its certified main
pipeline system natural gas which-
would be purchased from producers or
other similar sellers thereof, all as more
fully set forth in the application on file
with the Commission and open to public,
inspection.

The states purpose of this budget-type
application is to augmentApplicant's
ability to act with reasonable dispatch
in connecting to its pipeline system
supplies; of natural gas which may
become available from various
producing areas generally coextensive
with its pipeline system or the systems
of otherpipeline companies which may
be authorized to transport gas for the
account of or exchange gas with
Applicant.

,Applicant requests waiver of Section
157.7(b)(1) (i) and (ii) of the Regulations
in order to permit a total expenditure
limitation for the extended period of
$27,000,000 with any single onshore
project not to exceed $3,200,000, and any
single offshore project not to exceed
$4,500,000. In the alternative, Applicant
requests authorization to construct,
during the same time period, gas
purchase facilities subject to the cost
limitations that are ultimately
established by the Commission in
DocketNo. RM79--37., Applicant states
that the proposed facilities would be
financed initially from temporary bank
loans and company funds, with
permanent financing to-be arranged as,
part of an overall financing program.

Applicant indicates that it needs to
have its total dollarbudget limitation for
the period November 21,1979, through
December 31, 1980, set atthe highest
possible level due to the effect of
inflation and increased gas acquisition
activity which contribute to the recent
increase in Applicant's expenditures for
the construction of gas purchase
facilities.

Applicant states that the continuing
inflation costs, as well as the increase in
gas supply acquisition activity that was
brought about in large part by the
beneficial effects of the Natural. Gas
Policy Act 'of 1978, require that
Applicant incur greater expenditures for
these type facilities than It has in the
past.

Any person desiringto be heardor to
make any protest with reference to said
application should o. or before
November 19, 1979, file with the Federal
Energy Regulatory Commission,
Washington. D.C. 20426. a petition' to
intervene or a protest in accordance
with the 'requirements of the
Commission's Rules of Practice and,
Procedure (18,CFR 1.8 orl.10 and the
Regulations under the Natural Gas Act
(18 CFR 157.10). All protests filed with
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the Commission will be considered by it
in determining the appropriate. action to
be taken but will not serve to make the
protestants parties to the proceeding.-
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
petition to intervene in accordance with
the Commission's Rules.

Take further notice that, pursuant to
the authority contained in and subject to
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
Sections 7 and 15 of the Natural Gas Act
and the Commission's Rules of Practice
and Procedure, a hearing will be held
without further notice before the
Commission or its designee on the
application if no petition to intervene is
filed within the time required herein, if
the Commission on its own review of the
matter finds that a grant of the
certificate is required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, or if
the Commission on its own motion
believes that a formal hearing is
required, further notice of such hearing
will be duly given-.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicant to appear or
be represented at the hearing.
Kenneth F. Plumb,
Secretary.
[FR Doc. 79-33944 Fle 11-1-79; 8:45 am]

BILLING CODE 6450-01-M

[Docket No. CP79-55]

Transwestem Pipeline Co.; Notice of*
Petition To Amend
October 29.1979.

Take notice that on September 27,
1979, Transwestern Pipeline Company
(Petitioner), P.O. Box 2521, Houston,
Texas 77001, filed in Docket No. CP79-
55 a petition to amend further the order
of January 16,1979, issued in said docket
pursuant to Section 7 of the Natural Gas
Act and Section 157.7(b) of the
Regulations thereunder (18 CFR 157.7(b))
so as to authorize Petitioner to increase
the total cost of facilities constructed
under its gas purchase budget-type
authorization, all as more fully set forth
in the petition which is on file with the
Commission and open to public
inspection.

Petitioner states that pursuant to the
* Commission's order of January 16,1979,
it was authorized to construct gas
purchase facilities under budget-type
authorization for a one-year period
commencing January 1979. Petitioner
indicates that the order limited the total
cost of said facilities to $8,600,000 with

no single project to exceed $1,500,000.
On August 13,1979, Petitioner filed a
petition to amend the order herein to
waive the regulations in order to permit
an increase in its allowable costs from
$8,600,000 to $12,000,000. It is stated that
this request was necessitated by the
increase in construction costs caused by
inflation and the number of new gas
supply sources in Petitioner's gas supply
area.

By the subject petition, Petitioner
requests that the Commission authorize
Petitioner to increase its allowable costs
for the calendar year 1979 from the
requested increase of $12,000,000 to
$13,500,000. Petitioner states the
increase would be used for additional
gas purchase facilities with any single
project constructed with the increase
limited to $1,500,000.

Petitioner states that the increase in
costs is due to the increase in the
number of new gas supply sources in its
gas supply area.

Any person desiring to be heard or to
make any protest with reference to said
petition should on or before November
19,1979, file with the Federal Energy
Regulatory Commission, Washington,
D.C. 20426, a petition to intervene or a
protest in accordance with the -

requirements of the Commission's Rules
of Practice and Procedure (18 CFR 1.8 or
1.10) and the Regulations under the
Natural Gas Act (18 CFR 157.10). All
protests filed with the Commission will
be considered by it in determining the
appropriate action to be taken but will
not serve to make the protestants
parties to the proceeding. Any person
wishing to become a party to a
proceeding or to participate as a party in
any hearing therein must file a petition
to intervene in accordance with the
Commission's Rules.
Kenneth F. Plumb,
Secretary.
[FR Dor. 79-3 5 Filed 11-1-79; &45 am1
SiLLNG CODE 6450-01-L

[Docket No. CP80-91

Transwestern Pipeline Co4 Application

October 29,1979.
Take notice that on October 1, 1979,

Transwestern Pipeline Company
(Applicant), P.O. Box 2521, Houston,
Texas 77001, filed in Docket No. CP80-9
an application pursuant to Section 7(c)
of the Natural Gas Act and Section
157.7(b) of the Commission's Regulations
thereunder (18 CFR 175.7(b)] for a
certificate of public convenience and
necessity authorizing the construction.
during the calendar year 1980, and
operation of facilities to enable

Applicant to take into its certificated
main pipeline system natural gas which
would be purchased from producers or
other similar sellers thereof, all as more
fully set forth in the application on file
with the Commission and open to public
inspection.

The stated purpose of this budget-type
application is to augment Applicant's
ability to act with reasonable dispatch
in connecting to its pipeline system
supplies of natural gas which may
become available from various
producing areas generally coextensive
with its pipeline system or the, systems
of other pipeline oompanies which may
be authorized to transport gas for the
account of or exchange gas with
Applicant.

Applicant states that the total cost of
the proposed gas purchase facilities
would not exceed $13,000,000 with the
cost of no single project to exceed
$2,500,000.

Applicant recognizes that the
proposed total and single project costs
are in excess of the amounts specified in
subparagraphs (1) (1] and (ii) of Section
157.7(b) of the Commission's
Regulations. Consequently, Applicant
requests waiver of the cost limitations in
subparagraphs (1) (i) and (ii) in order to
permit total and single project costs in
excess of the amounts specified
thereunder. Applicant avers that it
needs the increases in order to offset the
effects of inflation and still be able to
maintain an active gas supply program
for the benefit of its customers.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before
November 19,1979, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20426, a petition to
intervene or a protest in accordance
with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 and 1.10) and the
Regulations under the Natural Gas Act
(18 CFR 157.10). All protests filed with
the Commission will be considered by it
in determining the appropriate action to
be taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
petition to intervene in accordance with
the Commission's Rules.

Take further notice that, pursuant to
the authority contained in and subject to
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
Sections 7 and 15 of the Natural Gas Act
and the Commission's Rules of Practice
and Procedure, a hearing will be held
without further notice before the
Commission or its designee on this
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application if no petition to intervene is
filed within the time required herein, ff
the Commission onits own reviewof the
mdtter finds that a grant of the
certificate is required by' the public
convenience and necessity. If a petition
for leave to intervene is timely filed, or if
the Commission on its own motion
believes that a formal hearing is
required, furthernotice of suchhearing
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicant to appear or
be represented at the hearing.
Kenneth F. Plumb,
Secretary.
[FR Doe. ,9-33946 Fi ed 11-1-7M8 45 am]
BILLING CODE 645"-1-M .

[Docket No. CP80-25]
October 29, 1979.

Transwestern Pipeline Co. and Cities
Service Gas Co.; Application

Take notice that on October 12,.1979,-
Transwestern Pipeline Company
(Transwestern), P.O. Box 2521, Houston,
Texas 77001. and Cities Service Gas
Company (Cities Service), First National
Center, Oklahoma City, Oklahoma
73125, filed in Docket No. CP8O-25 an
application pursuant to Section 7 of the
Natural Gas Act for a certificate of
public convenience and necessity'
authorizing the exchange of natural gas,
all as more fully set forth in the
application which is on file with the
Commission and open to public
inspection.

Applicants request authorization to
exchange natural gas pursuant to a gas
exchange agreement between the
Applicants dated August 941979.
Applicants have agreed to exchange:gas
gathered from 9 wells located in Dewey
County, Oklahoma, and Hemphill
County, Texas. which are in proximity
to Cities Service'sfadilities.

Under the terms of the agreement, gas
volumes produced from the 9 wells
which are dedicated to Transwestern"
would be gathered into Cities Service's-
system. Cities Service would
concurrently reduce the volumes of gas-
received from Transwestern by an
equivalent quantity at the existing
delivery point between Cities Service
and Transwestern located in liemphill
County, Texas, It is stated that the
facilities required to attach the 9 wells
to Cities Service'system were
constructed under budget-type
authorizations granted to Transwestern.

Applicants have provided for the
addition of wells ana balancing points
to the agreement from time to time to

provide for othermutually agreeable
points of exchange. Accordingly,
Applicants request authorization to
exchange gas-from additional wells and
balancing points and agree to file
revisions to the gasexchange
agreements to show the addition of new
wells or the delbtion of wells and new
balancing points.

Any persor desiring to be heard or to
make any protest with reference to said
application should on orbefore
November19, '1979, file with the Federal
Energy Regulatory Commission,
Washington;.D.C. 20426, a petition to
intervene or a protestin accordance
with the requirements of the
Commissions Rules of Practice and
Procedure (I& CFR 1.8 or 1.10) and the
Regulations under the Natural Gas Act
(18 CFR 157.10). All protests filed with
the Commission will be considered by it
in determining the appropriate action to
be -takem but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing thereir must file a
petition to intervene in accordance with
the Commission's Rules.

Take further notice that, pursuant to
the authority contained in, and subject to
jurisdiction conferred-upon the Federal
Energy Regulatory Commissioxi by
Sections 7 and 15 of the Natural Gas Act
and the Commission's Rules of Practice
and Procedure, a hearing will be held
without further notice-before the
Commission or its designee on this
application if no petition to intervene is
filed within the time required herein, if
.the Commission on its own review of 1'e
matter finds that a grant of the
certificate is required by the public
bnvenience and necessity. If a petition
for leave to intervene is timely filed, orif
the Commission on its own motion
believes that a formal hearing is
required, further notice of such hearing
will be duly given."

Under the procedure herein hrovided
for, unless othervise advised, it will be
unnecessary for Applicants to appear or
be represented at the hearing
Kenneth F. Plumb,
Secretary.
[FR Do=Y9.-33947 Filed 1i-1-79:&45a2j

BILLING CODE 6450-01-M

[Docket No. CP8D-17]

United Gas Pipe Line Co.; Notice of
'Application

October 29, 1979.
Take notice that on October 9,1979,

'United GasPipe Line-Company
(Applicant),P.O. Box 1478, Houston,

Texas 77001, filed in Docket No. CP80-
17 an application pursuant to Section
7(c)' of the Natural Cas Act for a '
certificate of public convenience and
necessity authorizing the construction
and operation of approximately 635
miles of 30-inch pipeline, five
compressor stations and appurtenant
facilities, all as more fully set forth in
the application on file with the
Commission and open to public
inspection.

Applicant states that this proposed
Mid-Continent to Gulf Coast pipeline
(Mid-Continent Line) would originate In
Moore County, Texas, where It would
interconnect with the Four-Way
Compressor Station of Colorado
Interstate Gas Company. Applicant
asserts that from Moore County, the
Mid-Continent Line would extend east
through the Anadarko Basin, crossing
numerous intrastate pipelines in
Oklahoma, and would then run
southeast to West Monroe, Louisiana,
where it would connect with Applicant's
existing pipeline facilities,

The five dompressor stations which
would be constructed by Applicant are:

(1) The Pampa Compressor Station
consisting of two 2,400 horsepower units
in Roberts County, Texas;

(2) The Thomas Compressor Station
consisting of two 1,250 horsepower units
in Custer County, Oklahoma;

(3) The Calumet Compressor Station
consisting of three 2,400 horsepower
units in Canadian County, Oklahoma-

(4) The Chandler Compressor Station
consisting of two 2,000 horsepower units
in McClain County, Oklahoma;

(5) The Huskey Compressor Station
consisting of two 2,400 horsepower units

-in Choctaw County, Oklahoma.
Applicant states that following

installation of the facilities and a
nominal build-up period, it anticipates a
minimum- of 300,000 Mcf of natural gas
per day on the average would be
available to the Mid-C3ontinent Line:
175,000 Mdf per day from the Anadarko
Basin and Oklahoma production and
125,000 Mcf per day from the Overthrust
Belt area. It is stated that the Mid-
Continent Line would have an initial
capacity of 425,000 Mcf per day.

Applicant asserts that thu proposed
Mid-Continent Line would provide it
with access to two major new gas
supply areas with great potential for
future development: The Deep Anadarko
Basin and the Overthrust Belt in the
Rocky Mountain area., Moreover, it Is
stated, the Mid-Continent Line would
cross areas in Oklahoma where
increased drilling activity has resulted
in large surpluses of natural gas and
these surpluses are expected to continue
into the foreseeable future, given the "

I I I
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presence of an adequate market outlet.
The Mid-Continent Line, it is asserted,
would provide the means for moving
this gas to Applicant's existing pipeline
system.

Applicant states that it has been
unable to move gas from the Deep
Anadarko Basin. the Overthrust Belt and
Oklahoma to its system because
,pipelines in the area both interstate and
intrastate, have no spare capacity.

Applicant estimates the cost of
facilities to be $385,639,730 which cost
would be financed out of general
corporate funds. It is indicated that to
the extent the total cash requirements of
Applicant, including the cost of the
proposed facilities, exceeds cash on
hand and cash generated from
operations, additional external capital
would be utilized.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before
November 19, 1979, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20426, a petition to
intervene or a protest in accordance
with the requirements of the -
Comnission's Rules of Practice and
Procedurae (18 CFR 1.8 or 1.10) and the
Regulations under the Natural Gas Act
(18 CFR 157.10]. All protests filed with
the Commission will be considered by it
in determining the appropriate action to
be taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing thereinmust file,a
petition to intervene in accordance with
the Commission's Rules.

Take further notice that, pursuant to
the authority contained in and subject to
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
Sections 7 and 15 of the Natural Gas Act
and the Commission's Rules of Practice
and Procedure, a hearing will be held
without further notice before the
Commission or its designee on this
application if no petition to intervene is
filed within the time required herein, if
the Commission on its own review of the
matter finds that a grant of the
certificate is required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, or if
the Commission on its own motion
believes that a formal hearing is
required, further notice of such hearing
will be duly given.

Under the.procedure herein provided
for, unless otherwise advised, it will be

unnecessay for Applicant to appear or
be represented at the hearing.
Kenneth F. Plumb.
Secretary.
IR Doe. 79-4945 Filed 1 &A1-7,5 &m)

BILuING CODE 450-01-1

[Docket No. CP80-18]
I

United Gas Pipe Une Co.; Application

October 29. 1979.
Take notice that on October 9, 1979,

United Gas Pipe Line Company
(Applicant), P.O. Box 1478, Houston,
Texas 77001, filed in Docket No. CP80-
18 an application pursuant to Section
7(c) of the Natural Gas Act for a
certificate of public convenience and
necessity authorizing the transportation
of natural gas for Mid Louisiana Gas
Company (Mid Louisiana), all as more
fully set forth in the application which is
on file with the Commission and open to
public inspection.

Applicant proposes to transport up to
750 Mcf of natural gas per day for the
account of Mid Louisiana pursuant to a
gas transportation agreement between
Applicant 'and Mid Louisiana dated
September 21,1979. It is stated that Mid
Louisiana has acquired a right to
purchase such gas supply from The
Superior Oil Company, attributable to
its interest in production from the St.
Mary Parish Land Company's Well No. 1
in Wax Lake Field, St. Mary Parish.
Louisiana. It is further stated that said
gas would be received by Applicant at a
mutually agreeable point of
interconnection located on Applicant's
existing 16-inch Belle Isle Field main
pipeline, near Wax Lake Field.
Applicant states it would redeliver
equivalent quantities, less fuel and
company-used gas, to Mid-Louisiana at
(i) the existing point of interconnection
between Applicant's and Mid
Louisiana's pipelines located at the
Scotland Compressor Station site Baton
Rouge Parish, Louisiana, and/or (ii) any
other mutually agreeable existing
authorized point of interconnection.

Applicant asserts that, under the
agreement, it would charge Mid
Louisiana an amount per Mcf equal to
Applicant's jurisdictional transportation
rate in effect from time to time in
Applicant's Southern Rate Zone, the
current rate being 19.40 cents per Mcf. It
is further asserted that the
transportation agreement provides for a
term of five years and from year to year
thereafter.

Applicant states that the proposed
transportation would enable Mid
Louisiana to receive additional
quantities of natural gas into its system

without the additional construction of
costly transmission facilities.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before
November 19, 1979, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20426, a petition to
intervene or a protest in accordance
with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10) and the

-Regulations under the Natural Gas Act
(18 CFR 157.10). All protests filed with
the Commission will be considered by it
in detirmining the appropriate action to
be taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must fle a
petition to intervene in accordance with
the Commission's Rules.

Take further notice that. pursuant to
the authority contained in and subject to
jurisdiction conferred upon the Federal
Energy Regulatory Commission-by
Sections 7 and 15 of the Natural Gas Act
and the Commission's Rules of Practice
and Procedure, a hearing will be held
without further notice before the
Commission or its designee on this
application ifno petition to intervene is
filed within the time required herein, ff
the Commission on its own review of the
matter finds that a grant of the
certificate is required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, or if
the Commission on its own motion
believes that a formal hearing is
required, further notice of such hearing
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicant to appear or
be represented at the hearing.
Kenneth F. Plumb,
Secretary.
[FR D:. 79-33343 Fi! ed U-1-M &WU a=1

BLUNG cooE 5450-01-M

Availability of Federal Power
Commission Reports: Voltmne No. 54

October 30,1979.
Notice is hereby given that Volume

No. 54 (parts I and 2 of the Fedem!
Power Commission Reports is on sale at
the United States Government Printing
Office Bookstore. Volume No. 54
contains Federal Power Commission
(Federal Energy Regulatory
Commission's predecessor) opinions,
orders, and precedential procedural
orders for the period July through
December, 1975. Persons interested in
purchasing this volume may remit $36.00
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for GPO stock No. 061-002-00020-1 to
the following address:

Superintendent of Documents, United
States Government Printing Office,
Washington, D.C. 20402:
Kenneth F. Plumb,
Secretary.
[FR DOc. 79-34017 Filed 1-1-79: 845 am]

BILLING CODE 6450-1-M

Office of Hearings and Appeals

Objection to Interim Remedial Order
for Immediate Compliance Filed With
the Office of Hearings and Appeals -

Notice is hereby given that on
September 27,1979 a Notice of
Objection to the Interim Remedial Order
for Immediate Compliance (IROIC)
identified in the Appendix to-this-notice
was filed with the Office of Hearings
and Appeals of the Department of-
Energy.

Within 20 days after publication of
this notice, any person who wishes to
participate in the proceeding which the
Department of Energy will conduct
concerning the IROIC described in the
Appendix to this notice must file a
request to participate pursuant to 10
CFR 205.194 (44 FR 7926, February 7,
1979). Within 30 days of the publication
of'this notice,' the Office of Hearings and
Appeals will determine those persons
who may participate on an active-basis
in this proceeding, and will prepare an
official service list which it will mail to
all persons who filed requests to
participate. Persons may also be placed
on the official 'service list.as non-
participants for good cause shown. All
requests regarding this proceeding shall
be filed with the Office of Hearings and
Appeals, Department of Energy,
Washington, D.C. 20461. -

Issued in Washington, D.C. October 26,
1979.

Richard T. Tedrow;
Deputy Director Office of Hearings and
Appeals. ,
Cubbon Lumber Company, Oil City,

Pennsylania, DRR-0079 Motor Gasoline
On September 27, 1979, Cubbon Lumber

Company d/b/a Miller Auto Supply-
Company, 217 Elm Street, Oil City,
Pennsylvania 16301 filed a Notice of
Objection to an Interim Remedial Order foi"
Immediate Compliance (IROIC) that the
Department of Energy (DOE] Northeast
District Office of Enforcement issued to the
firm on June 1, 1979. The IROIC found that
during a period ending April 17,1979 the firm
had committed pricing violations in
connection with the sale of motor gasoline in
Oil City, Pennsylvania. The IROIC directs the.

firm immediately to bring itself into
compliance with DOE regulations by: (i)
reducing prices to no more than its maximum
lawful selling prices; (ii) posting such
maximum lawful selling prices; fiii)
maintaining required records; and (iv)
ceasing to engage in discriminatory practices.
[FR Doc. 79-33929 Filed 11-1-79; 8:45 am) "

BILLING CODE 6450-01-M

ENVIRONMENTAL PROTECTION
AGENCY

[FRL1350-6]

,Section 110(f) Energy Emergencies;
-Open Meetings; Notice of Changed
Meeting
AGENCY: Environmental Protection
Agency.
ACTION: Notice of Changed Meeting.

SUMMARY: The Section 110(fWEnergy
Emergencies open meeting with
environmental and other interest groups
scheduled for November 5, 1979 (44 FR
57200) has been changed. The meeting
has been rescheduled for November 16,
1979. It will begin at 10:00 a.m. in Room
2126, EPA headquarters, 401 M. Street,
S. W., Washington, D. C. 20460.
FOR FURTHER INFORMATION CONTACT:
Office of Policy Analysis (ANR-444),
U.S. Environmental Protection Agency,..
401 M. Street, S. W., Washington, D: C.
20460, (202) 426-2482.

Dated: October 29, 1979.
David G. Hawkins, '
AssistantAdministrator forAnir, Noise and
Radiation.
[FR Doc. 79-33975 Filed 11-1-79; 8:45 am]

BILLING CODE 6560-01-M

FEDERAL EMERGENCY

MANAGEMENT AGENCY

[FEMA-609-DR]

California; Major Disaster and Related
Determinations
AGENCY: Federal Emergency
Management Agency.
ACTION: Notice.

SUMMARY: This is a Notice of the
Presidential declaration'of a major
disaster for the State of California
(FEMA-69-DR), dated October 19, 1979,
and related determinations. -

- DATED: October 19, 1979.
FOR FURTHER INFORMATION CONTACT:
Sewall H. E. Johnson, Disaster Response
and Recovery, Federal Emergency.
Management Agency, Washington, D.C.
20472 (?02) 634-7825. -

NOTICE:iPursuant to the authorityvested
in the Director of the Federal Emergency
Management Agency by the Presidant
under Executive Order 12148 effective

July 15, 1979, and delegated to me by the
Director under Federal Emergency
Management Agency Delegation of
Authority, and by virtue of the Act of
May 22,1974, entitled "Disaster Relief
Act of 1974" (88 Stat. 143); notice Is
hereby given that, in a letter of October
19, 1979, the President declared a major
disaster as follows:

I have determined that the damage in
certain areas of the State of California
resulting from an earthquake occurring on
October 15,.1979, Is of sufficient severity and
magnitude to warrant a major disaster
declaration under Public Law 93-288, 1
therefore declare that such a major disaster
exists in the State of California.

The time period prescribied for the
implementation of Section 313(a),
Priority to Certain Applications for
Publiq Facility and Public Housing
Assistance, shall be for a period not to
exceed six months after the date of this
declaration.

Notice is hereby given that pursuant
to the authority vested in the Director of
Federal Emergency Management
Agency under Executive Order 12148,
and delegated to me by the Director
under Federal Emergency Management
Agency Delegation of Authority, I
hereby appoint Francis S. Mands of the
Federal Emergency Management
Agency to- act as the Federal
Coordinating Officer for this declared
major disaster.

I do hereby determine the following
area of the State of California to have
been affected adversely by this declared
major disaster.

The following for Individual
Assistance and Public Assistance:
Imperial County
(Catalog of Federal Domestic Assistance No,
14.701, Disaster Assistance.)
-William H. Wilcox,
Acting Director, DisasterResponse and
Recovery, Federal Emergency Management
Agency.
[FR Doc. 79-33965 Filed 11-1-79;. 8:43 aml

BILLING CODE 6718-02-M

'GENERAL ACCOUNTING OFFICE

Regulatory Reports Review; Notice of
Receipt of Report Proposals

The following requests for clearance
of reports intended for use in collecting
information from the public were
received by the Regulatory Reports
Review Staff, GAO, on October 30,1979,

bmw
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See 44 U.S.C. 3512(c) and (d). The
purpose of publishing this notice in the
Federal Register is to inform the public
of such receipt.

The notice includes the title of each
-request received the name of the agency

sponsoring the proposed collection of
information; the agency form number, if
applicable, and the frequency with
which the information is proposed to be
collected.

Written comments on the proposed
FCC requests are invited from all
interested persons, organizations, public
interest groups, and affected businesses.
Because of the limited amount of time
GAO has to review the proposed
requests, comments (in triplicate) must
be received on or before November 20,
1979, and should be addressed to Mr.
John M. Lovelady, Assistant Director,
Regulatory Reports Review, United
States General Accounting Office, Room
5106,441 G Street, NW, Washington, DC
20548.

Further information maybe obtained
from Patsy J. Stuart of the Regulatory
Reports Review Staff, 202-275-3532.

Federal Communications Commission

The FCC requests an extension
without change clearance of Form L,
Annual Report of Licensee in Domestic
Public Land Mobile Radio Service. Form
L is required by Section 1.785 of the
Commission7s Rules and Regulations
and is filed annually by licensees in the
domestic public land mobile radio
service who donot report on Form M,
Annual Report. The FCC estimates
respondent burden to average 30 hours
per response and that approximately
3,000 reports are filed annually.

The FCC requests an extension
without change clearance of Form M,
Annual Report. Form M is required by
Sections 43.21 and l.785 of the
Commission's Rules and Regulations
and is filed annually by telephone
carriers with annual operating revenues
in excess of $L000,000 and telephone
companies not operating telephone
exchanges but operating to overseas
points or in the Maritime Services and
having operating revenues in excess of
$50,000. The FCC estimates there are
approximately 68 reports filed annually
and that respondent burden averages
one hour per million dollars of plant
investment.
Norman F. Heyl,
Regulatory Reports Review Officer.

[FR Doc 79-3 Fed 11-147% 8:45 am]

BILLING CODE 1610-ft-it

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

(Docket No. 78N-0319; DESI 9149]

Thioridazine Hydrochloride; Drugs for
Human Use; Dtug Efficacy Study
Implementation; Followup Notice and
Opportunity for Hearing
AGENCY: Food and Drug Administration.
ACTION: Notice.

SUMMARY: This notice announces the
conditions for marketing thioridazine
hydrochloride for the indications for
which it is now regarded as effective
and offers an opportunity for a hearing
concerning indications reclassified to
lacking substantial evidence of
effectiveness. The drug is used as a
tranquilizer.
DATES: Hearing requests due on or
before December 3,1979; supplements to
approved new drug applications due on
or before January 2, 1980.
ADDRESSES: Communications forwarded
in response to this notice should be
identified with the reference number
DESI 9149, directed to the attention of
the appropriate office named below, and
addressed to the Food and Drug
Administration, 5600 Fishers Lane.
Rockville, MD 20857.

Supplements to full new drug
applications (identify with NDA
number): Division of
Neuropharmacological Drug Products
(HFD-120]. Rm. 10B-34. Bureau of Drugs.

Original abbreviated new diug
applications and supplements thereto
(identify as such): Divisoin of Generic
Drug Monographs (HFD-530). Bureau of
Drugs.

Requests for hearing (identify with
Docket number appearing in the heading
of this notice): Hearing Clerk (HFA-305),
Rm. 4-65.

Requests for opinion of the
applicability of this notice to a specific
product: Division of Drug Labeling
Compliance (HFD-310). Bureau, of Drugs.

Other communications regarding this
notice: Drug Efficacy Study
Implementation Project Manager (HFD-
501), Bureau of Drugs.
FOR FURTHER INFORMATION CONTACT:
Herbert Gerstenzang, Bureau of Drugs
(HFD-32), Food and Drug
Administration, Department of Health,
Education, and Welfare. 5600 Fishers
Lane, Rockville, MD 20857.301-443-
3650.
SUPPLEMENTARY INFORMATION: [n a
notice (DESI 9149; Docket No. FDC-D-
334 (now Docket No. 78N-0319)]
published in the Federal Register of

April 3.1971 (36 FR 6447), and amended
on November 2.1971 (36 FR 20997). the
Food and Drug Administration (FDA)
announced its conclusion that the drug
products described below are (1)
effective for the management of
manifestations of psychotic disorders,
(2) probably effective for the relief of
symptoms of neurotic depressive
reaction and for the control of moderate
to severe agitation. hyperactivity, or
aggressiveness in disturbed children: (3)
possibly effective for their other labeled
indications of alcohol withdrawal
syndrome, intractable pain. and senility.

NDA 11-808; Mellaril Tablets and
Concetrate. both containing thioridazine
hydrochloride; Sandoz Pharmaceuticals,
Division of Sandoz Inc., East Hanover,
NJ 07936.

Sandoz submitted clinical studies to
demonstrate the effectiveness of the
drug for the following indications.

Relief of Symptoms of Neurotic
Depressive Reaction and Senility

For these indications 19 double-blind
studies (11 of which were for the
sensility claim). 4 placebo-controlled
studies and4 studies comparing the drug
to diazepam. were submitted. These
studies were evaluated and determined
to provide substantial evidence of
effectiveness for the following modified
indicatiom "For the short-term treatment
of moderate to marked depression with
variable degrees of anxiety in adult
patients and for the treatment of
multiple symptoms such as agitation.
anxiety, depressed mood, tension, sleep
disturbances, and fears in geriatric
patients."

For Control of Moderate to Severe
Agitation, H yperactivity, or
Aggressiveness in Disturbed Children

The studies submitted for this
indication were reviewed by the
Pediatric Advisory Subcommittee of the
FDA Psycholpharmacological Agents
Advisory Committee and determined
not to provide substantial evidence of
effectiveness. However, in reviewing all
available literature the subcommittee
found sufficient well-controlled studies
that provided substantial evidence of
effectiveness for the indication, if
certain language modifications were
made. The indication reads as follows:
"For the treatment of severe behavioral
problems in children marked by
combativeness and/or explosive
hyperexcitable behavior (out of
proportion to immediate provocations].
and in the short-term treatment of
hyperactive children who show
excessive motor activity with
accompanying conduct disorders
consisting of some or all of the following
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symptoms: impulsivity, difficulty
sustaining attention, aggressivity, mood
liability, and poor frustration tolerance.".

Alcohol Withdrawal Syndrome

For this indication six studies were
submitted. The agency evaluated them
and in July 1973 issued an "incomplete"
letter to Sandoz. On January 16,1976,
Sandoz submitted 10 studies (reanalysis
of 4 of the previously submitted studies
plus 6 new studies). Two of the original
studies were not resubmitted (Godfrey
and the first Lowenstam) as the daily
dose of Mellaril in those studies was
less than 50 milligrams a day, which is
below the claimed effective range of 50-
200 milligrams a day.

The 10 studies submitted were double--
blind, parallel, random assignment _
studies, of 4 weeks' duration. Patients
were of either sex, age 21 to 65, and in
.the late withdrawal phase of alcoholism
or rqstabilization stage. To be included.
in the studies, patients must have
exhibited manifestati6ns 6f both anxiety
and depression and must have had a
Hamilton score of at least 3 on both the
depression and the psychic anxiety
items at the end of a washout period,
which was 2 weeks for major
tranquilizers and MAO inhibitors and 3
days for minor tranquilizers. Target
symptoms of alcoh6l withdrawal
included anxiety, agitation, tension, "
apprehension, mixed anxiety-
depression, and sleep disturbances.
Daily dosage range of the Mellaril given
.was 50-200 milligrams.,

Three of the studies (the third
Lowenstam, Albahary, and the second
Harrison].compared Mellail to Librium
arid a placebo; five studies (Sugerman,
Pena-Ramos, Alonso, Viamontes, and
the first Harrison) compared Mellaril to
Librium; ard two studies (the second
Lowenstam, and Dudley) compared
Mellaril to placebo: The results of the
studies are as follows:

a. Mellaril Compared to Librium and
Placebo. The third Lowenstam study
showed statistically significant
improvements in patients taking Mellaril
compared to those-taking Librium or
placebo. This study is considered'
adequate and well-controlled, but does'.
not provide substantial evidence of
effectiveness as there is no other study'
that corroborates its findings. The other
studies .ubmitted do not confirm the -
results of this study. The exact dosage
used in this'study was not stated and
only the most frequent or average dose
was stated, both of which were greater
than 160 milligrams. Therefore the study
could not be used to provide substantial
evidence of effectiveness for the entire
dosage range of 50-200 milligrams/day.

The Albahary and second Harrison
studiei are not coiisidered adequate and
well-controlled. in the Albahary study
there w6re a large number of protocol
violations, improper screening of the
patients, and iniadequate dosages used.

-21 CFR 314.111(a)(5)(ii)(a)(3). The
average'ddse of Mellaril was barely
above 50 milligrams/day, which is the
lower limit of effectiveness claimed for
the drug by the firm. Of the 90 patients
in the study, 30 either dropped but or
were excluded from the study. In , -,
addition the study failed to demonstrate
superiority of Mellaril over placebo,
since only 27 percent of the Hamilton
scale items showed a statistically-
significant difference favoring Mellaril.
The study also-yielded no significant
difference of Mellaril over Librium. In
the second Harrison study the dosage
requirements specified in the protocol
were not properly adhered to, and thus
the validity of the results is
questionable. 21' CFR
314.111(a)(5)(ii)(a)(3). Neither Mellaril or
Librium showed significant superiority
over placebo and therefore the study

* does not provide substantial evidence of
effectiveness.

b. Mellaril Compared to Librium
Studies by Sugarman, Viamontes, the
first Harrison, Pena-Ramos; and Alonso
are not considered adequate and well-
controlled in that the drug was only
compared to Librium and no placebo
was used. 21 CFR
314.111(a)(5)(ii)(a)(4)iB). Librium is not
known to be effective for treatment of
the restabilization phase of alcohol
withdrawal'and thus is not an
appropriate positive control to be used
in determining the effectiveness of
Mellaril. The Pena-Ramos study was,
only able to show Mellaril superior to
Librium on one parameter, symptoms of
depression, out of 23 parameters tested
for 6n the Hamilton scale. In the Alonso
study nearly half the patients were
excluded fromthe statistical analysis of
the study, the vast majority for
noncompliance. There were other
protocol violations, such as taking other
medications, and eight of the patients in
the study were inappropriate patients
for the study. 21 CFR
314.111(a)(5)(ii)(a(2)()j The S garman,
Viamontes, and Harrison studies did not
demonstrate evidence of effectiveness.
Therefore, as none of these studies
showed Mellaril to be superior to
Librium they cannot be used to provide
evidence that Mellaril is effective.

c. Mellaril Compared to Placebo. The
Dudley study and second Lowenstam
study-showed some support for. the drug
but did not provide substantial evidence'
of effectiveness. In the Dudley study five

of the 23 Hamilton Depression Scale
parameters tested showed significant
differences favoring Mellaril, and in the
second Lowenstam study only four of
the parameters favored Mellartl, as
compared to the placebo. In both studies
there were no significant differences.

d. Poollng of Submitted Studies. The
results of the above studies were
pooled, excluding-the second Harrison
study and patients from the other
studies who had low Hamilton scores,
The assumption that these studies can
be pooled and conclusions reached
demonstrating the effectiveness of the
drug for the dosage range of 50-200
milligrams/day is an Invalid assumption
as each of the studies has a different
dosage raige. The results of the pooling
procedure were also disproportionately
influenced by the positive results of the
third Lowenstam study. There Is a lack
of randomization in the pooled study as
the assignment of patients to the
different dosage groups was not an
assignment made prior to treatment but
rather depended on the success of the
treatment itself. It is'also questionable
that a dose-response determination can
be made by means of factbrial analysis
based on data from studies that were
not designed for such a purpose.

In summaiy, only the third Lowenqamn
study showed statistically significant
differences favoring Mellaril, but no
other study corroborated Its findings.
Therefore, the drug is reclassified to
lacking substantial evidence of
effectiveness for the indication "alcohol
withdrawal syndrome." To provide
substantial evidence of effectiveness for
Mellaril for this indication at a dosage
range of 100-200 milligrams/day, at least
one confirmatory adequate and well.
controlled study, at the Suggested
dosage range, is needed.

Intractable Pain

No data were submitted for this
indication, and it is reclassifed to
lacking substantial evidence of
effectiveness.

Accordingly, the April 3, 1971 notice Is
amended to read as follows as it
pertains to thioridazine,hydrochlorldo
drug products. Other products included
in the April 3, 1971 notice are not
affected by this notice.

Such drugs are regarded as new drugs
(21 U.S.C. 321(p)]. Supplemental new
drug applications are required to revise
the labeling in and 'to update previously
approved applications providing for
such drugs. An approved new drug
application is a requirement for
marketing such drug products.

In addition to the products specifically
named above, this notice applies to any
drug product that is not the subject of an
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approved new drug application -and is
identical to a product named above. It
may also be applicable, under 21 CFR
310.6, to a similar or related drug
product that is not the subject of an
approved'new drug application. It is the
responsibility of every drug I
manufacturer or distributor to review
this notice to determine whether it
covers any drug product that the person
manufactures or distributes. Such
person may request an opinion of the
applicability of this notice to a specific
drug product by writing to the Division
of Drug Labeling Comnpliance (address
given above).

A. Effectiveness classification. The
Food and Drug Administration has
reviewed all available evidence and
concludes that the drug is effective for
the indications listed in the labeling
conditions below. The drug lacks
substantial evidence of effectiveness for
its other labeled indications.

B. Conditions for approval and
marketing. The Food and Drug
Administration is prepared to approve
abbreviated new drug applications and
supplements to previously approved'
new drug applications under conditions
described herein.

1. Form of drug. The drug is in tablet
or concentrate form suitable for oral
adminsitration.

2. Labeling conditions. a. The label
bears the statement "Caution: Federal
law prohibits dispensing without
prescription.,,

b. The drug is labeled to comply with
all requirements of the act and
regulations, and labeling bears adequate
information for safe and effective use of
the drug. The Indications are as follows:

For the managejnent of manifestations of
psychotic disorders.

For the short-term treatment of moderate to
marked depression with variable degrees of
anxiety in adult patients and for the
treatment of multiple symptoms such as
agitation, anxiety, depressed mood, tension,
sleep disturbances, and fears in geriatric
patients.

For the treatment of severe behavioral
problems in children marked by
combativeness and/or explosive
hyperexcitable behavior (out of proportion to
immediate provocations), and in the short-
term treatment of hyperactive children who
show excessive motor activity with
accompanying conduct disorders consisting
of some or all of the following symptoms:
implusivity, difficulty sustaining attention,
aggressivity, mood liablility, and poor
frustration tolerance.

3. Marketing Status. a. Marketing of
such drug products that are now the
subject of an approved or effective new
drug application may be continued
provided that, on or before January 2,
1979, the holder of theapplication has

submitted (i) a supplement for revised
labeling as needed to be in accord with
the labeling conditions described in this
notice, and complete container labeling
if current container labeling has not
been submitted, and (ii) a supplement to
provide updating information with
respect to items 6 (components), 7
(composition), and 8 (methods, facilities,
and controls) of new drug application
form FD-356H (21 CFR 314.1(c)).

b. Approval of an abbreviated new
drug application (21 CFR 314.1(0)
containing full information with respect
to items 6 (components), 7
(composition), and 8 (methods, facilities.
and controls) of new drug application
form FD-356H (21 CFR 314.1(c)), must be
obtained prior to marketing such
products. Bioavailability regulations (21
CFR 320.21) published in the Federal
Register of January 7, 1977, require any
person submitting an abbreviated new
drug application after July 7, 1977, to
include either evidence demonstrating
the in vivo bioavailability of the drug or
information to permit waiver of the
requirement, unless such evidence Is
already waived under section 320.2(c).
Marketing prior to approval of a new
drug application will subject such
products, and those persons who caused
the products to be marketed, to
regulatory action.

C. Notice of opportunity for hearing.
On the basis of all the data and
information available to him, the
Director of the Bureau of Drugs is
unware of an adequate ai~d well-
controlled clinical investigation.
conducted by experts qualified by
scientific training and experience,
meeting the requirements of section 505
of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 355) and 21 CFR
314.111(a)(5), demonstrating the
effectiveness of the drug for the
indications lacking substantial evidence
of effectiveness referred to in paragraph
A of this notice.
,.Notice is given to the holder of the

new drug application, and to all other
interested persons, that the Director of
the Bureau of Drugs proposes to issue an
order under section 505(e) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
355(e)), withdrawing approval of the
new drug application and all
amendments and supplements thereto
providing for the indications lacking
substantial evidence of effectiveness
referred to in paragraph A of this notice
on the ground that new information
before him with respect to the drug
products, evaluated together with the
evidence available to him at the time of
approval of the application, shows there
is a lack of substantial evidence that the

drug products will have all the effects
they purport or are represented to have
under the conditions of use prescribed.
recommended, or suggested in the
labeling. An order withdrawing
approval will not issue with respect to
any application supplemented, in accord
with this notice, to delete the claims
lacking substantial evidence of
effectiveness.

In addition to the ground for the
proposed withdrawal of approval stated
above, this notice of opportunity for
hearing encompasses all issues relating
to the legal status of the drug products
subject to it (including identical, related.
or similar drug products as defined in 21
CFR 310.6), e.g., any contention that any
such product is not a new drug because
it is generally recognized as safe and
effective within the meaning of section
201(p) of the act or because it is exempt
from part or all of the new drug
provisions of the act pursuant to the
exemption for products marketed prior
to June 25,1938, contained in section
201{p) of the act, or pursuant to section
107(c) of the Drug Amendments of 1962
or for any other reason.

In accordance with the provisions of
section 505 of thb act (21 U.S.C. 355) and
the regulations promulgated thereunder
(21 CER Parts 310, 314). the applicant
and all other persons who manufacture
or distribute a drug product that is
identical, related, or similar to a drug
product named above (21 CFR 310.6). are
hereby given an opportunity for a
hearing to show why approval of the
new drug application providing for the
claims involved should not be
withdrawn and an opportunity to raise,
for administrative determination, all
issues relating to the legal status of a
drug product named above and all
identical, related, or similar drug
products.

An applicant or any person subject to
this notice pursuant to 21 CFR 310.6 who
decides to seek a hearing shall file (11 on
or before December 3,1979, a written
notice of appearance and request for
hearing, and (2) on or before January 2,
1980 the data, information, and analyses
relied on to justify a hearing, as
specified in 21 CFR 314.200. Any other
interested person may also submit
comments on this proposal to withdraw
approval. The procedures and
requirements governing this notice of
opportunity for hearing, a notice of
appearance and request for hearing, a
submission of data, information, and
analyses to justify a hearing, other
comments, and a grant or denial of
hearing, are contained in 21 CFR 314.200.

The failure of an applicant or any
other person subject to this notice
pursuant to 21 CFR 310.6 to file timely
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written appearance and request for
hearing as required by 21 CFR 314.200
constitutes an election by such person
not tb make use of the opportunity for a
hearing concerning the action proposed
with respect to such drug product and a
waiver of any contentions concerning
the legal status of such drug product.
Any such drug product labeled for the
indications lacking substantial evidence
of effectiveness referred to in paragraph
A of this notice may not thereafter
lawfully be marketed, and the Food and
Drug Administration will-initiate"
appropriate regulatory action to remove
such drug products from the market
Any new drug product marketed without
an approved NDA is subject to
regulatory action at.any time.

A request for a hearing may not rest
upon mere allegations or denials, but
must set forth specific facts showing
that there is a genuine and substantial-
issue of fact that requires a-hearing. If it
conclusively appears from the face of
the data, information, and factual
analyses in the requedt for the hearing
that there is no genuine and substantial
issue of fact that precludes the
withdrawal of approval of the
application, or when a request for
hearing is not made in the required
format or with the required analyses, the
Commissioner of Food and Drugs will
enter summary judgment against-the
person(s) who requests the hearing,,
making findings and conclusions,
denying a hearing.

All submissions pursuant to this
notice of opportunity for hearing shall
be filed in quintuplicate. Such
submissions, except for data and
information prohibited from public
disclosure pursuant to 21 U.S.C. 331(j) or
18 U.S.C. 1905, may be seen in the office
of the Hearing Clerk between 9 a.m. and
4 p.m., Monday through Friday.

This notice is issu~d under the Federal
Food, Drug, and Cosmetic Act (secs. 502,
505, 52 Stat. 1050-4053, as amefided (21
U.S.C. 352, 355]) and under the authority
delegated to the Director of the Bureau
of Drugs (21 CFR 5.82).

Dated: Octoberl, 1979.
J. Richard Crout,
Director, Bureau of Drugs.
[FR Doc. 79-33005 Filed 11-1-79. S:4 am]
BILUNG CODE 4110-03-M

Consumer Participation; Open Meeting
AGENCY: Food and Drug Administration.
ACTION: Notice. -

SUMMARY: The Food and Drug.'
Administration (FDA) announces a
forthcoming consumer exchange meeting
to be chaired by William C. Hill, District

Director, San Francisco District Office;
San Francisco, CA.
DATE: The meeting will be held at 1 p.m.,
Tuesday, Noveihber 27, 1979.
ADDRESS: The meeting will be held at
the Federal Office Building Rm. 546, 50
UnitedNations Plaza, San Francisco,
CA 94102.
FOR FURTHER INFORMATION CONTACT:
Stephanie R. Gray, Consumer Affairs
Officer, Food and Drug Admnistration,
Department of Health, Education, and
Welfare, 50 United Nations Plaza, San
Francisco, CA 94102,.415-556-2062.
-SUPPLEMENTARY INFORMATION: The
purpose of this meeting is to encourage
dialogue between consumers and FDA
officials, to identify and set priorities for
current and future health concerns, to
enhance relationships betweenlocal
consumers and-FDA's San. Francisco,
District Office,.and to contribute to the
agency's policymaking decisions on vital
issues.

Dated. October 26,1979.

Williamp F. Randolph,
ActingAssociat Commissioner for
RegulatoryAffairs.
[FR Doc. 79-33921 Flred i--M, 6:45 am]

BILUNG CODE 4110-03-M

Consumer Participation; Open Meeting
AGENCY: Food and Drug Administration.

ACTION: Notice.

SUMMARY. This document announdes a
forthcoming consumer exchange meeting
to be chaired by James A. Adamson,
District Director, Kansas City District'
Office, Kansas City, MO.

* DATE: The meeting Will be held at 9:30
a.m., Monday, November 19,1979.
ADDRESS: The meeting will be held at
the Federal Building, Rm. 807, 15th &
Dodge St., Omaha, NE 68102.
FOR FURTHER INFORMATION CONTACT:
Tywanna G. Paul, Consumer Affairs
Officer,. Food and Drug Administration,
Department of Health, Education, and,
Welfare, 1619 Howard, St., Omaha, NE
68102, 402-221-4675

SUPPLEMENTARY INFORMATION: The
purpose of this meeting is to encourage
dialogue between consumers and FDA
officials, to'identify and-set priorities for
current and future health concerns, to
enhance relationships between local
conslumers and the FDA Kansas City
District Office, and to contribute to the
agency's policyInaking decisions on vital
issues.

Dated- October 26, 1979.
William F. Randolph,
ActingAssociate Commissionerfor
RegulatoryAffairs.
[FR Dor-7"-392ZFled1--79. SAS am]
BLUNG CODE 4110-03-M

Consumer Participation; Open Meeting
AGENCY: Food and Drug Administration.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration. (FDA) announces a
forthcoming consumer exchange meeting
to be chaired by Loren Y. Johnson,
District Director, Philadelphia District
Office, Philadelphia, PA.
DATE: The meeting will be held from 0:30
a.m. to 12 noon, Thursday, November 15,
1979.
ADDRESS: The meeting will be held at
the Federal Bldg., Rm, 2214, 1000 Liberty
Ave., Pittsburgh, PA.
FOR FURTHER INFORMATION CONTACT:
Louise A. Nestico, Consumer Affairs
Technician, Food and Drug
Administration, Department of Health,
Education, and Welfare, 7 Parkway
Center, Rm. 645, Pittsburgh, PA 15220,
412-644-2858.
SUPPLEMENTARY INFORMATION: The
purpose of this meeting is to encourage
dialogue between consumers and FDA
officials, to identify and set priorities for
current and future health concerns, to
enhance relationships between local
consumers and FDA's Philadelphia
District Office, and to contribute to the
agency's policymaking decisions on vital
issues.

Dated: October 20; 1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Doc 79-33923 FiIcd11-i* 8:45 lam)
SILUNG CODE 4110-03M-

Farnam Cos., Inc.; Trichlorfon Oral;
Withdrawal of Approval of NADA
AGENCY: Food and Drug Administration.
ACTION: Notice.:

SUMMARY. The agency withdraws
approval of a new animal drug
application sponsored by The Farnam
Companies, Inc, providing for use of
trichlorfon as an oral anthelnintic in
horses. The sponsor requested the
withdrawal.
EFFECTIVE DATE: November 12, 1979,
FOR FURTHER INFORMATION CONTACT:
Louis L. Nangeroni, Bureau of
Veterinary Medicine (HFV-216), Food
and Drug Administration, Department of
Health, Education,'and Welfare, 5600 .

I ,, I I
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Fishers Lane, Rockville, MD 20857, 301-
443-4093.
SUPPLEMENTARY INFORMATION: The
Farnam Companies, Inc., 2230 E.
Magnolia, Phoenix, AZ 85036, is the
sponsor of NADA 43-166, which
provides for-safe and effective use of
trichlorfon as an oral anthelmintic for
treating bot, ascarid, and pinworm
infections of horses. The application
was originally approved April 20,1971

,(36 FR 7422). By letter of January 19,
1979, the sponsor requested withdrawal
of approval of the NADA because the
product is no longer marketed.

In a separate document published
elsewhere in this issue of the Federal
Register, § 520.2520a Trichlorfon oral (21
CFR 520.2520a) is amended in paragraph
(b) to delete that portion which reflects
approval of this NADA.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(e), 82
Stat. 345-347 (21 U.S.C. 360(e))) and
under authority delegated to the
Commissioner of Food and Drugs (21
CFR 5.1) and redelegated to the Director
of the Bureau of Veterinary Medicine (21
CFR 5.84), and in accordance with
§ 514.115 Withdrawal of approval of
applications (21 CFR 514415), notice is
given that approval of NADA 43-166
and all supplements for The Farnam
Companies, Inc., trichlorfon oral is
hereby withdrawn, effective November
12,1979.

Dated. October 26,1979.
Lester M. Crawford,
Director, Bureau of VeternaryAfedfcine.
[FR DC. 7-33924 Filed 11-1-m &45 am]

BILNG CODE-4110-03-M

[Docket No. 79N-0352]

Food Chemicals Codex, Third Edition;
Opportunity for Public Comment
AGENCY: Food and Drug Administration.
ACTION: Notice.

SUMMARY: This document announces an
opportunity for public review and
comment on the material in the "Food
Chemicals Codex," an agency-
recognized compilation of specifications
for substances used as food ingredients,
prepared under contract for the Food
and Drug Administration by the
National Academy of Sciences/
National Research Council.
DATE: Comments by January 31,1979.
AODRESS. Written comments and
information to the Hearing Clerk HFA-
305), Food and Drug Administration, Rm.
4-65, 560 Fishers Lane, Rockville, Md.
20857.
FOR FURTHER INFORMATION CONTACT.
Corbin L Miles, Bureau of Foods (HFF-

335), Food and Drug Administration.
Department of Health, Education, and
Welfare, 200 C St. SW., Washington.
D.C. 20204, 202-472-4750.
SUPPLEMENTARY INFORMATION: The
Food and Drug Administration (FDA)
provides contract funds to the National
Academy of Sciences/National
Research Council to support preparation
of the "Food Chemicals Codex," a
compilation of specifications for
substances used as food ingredients.

The first edition of the "Food
Chemicals Codex" (April 196N) was
given FDA recognition by means of a
letter from the Commissioner of Food
and Drugs. The letter stated in part

The FDA will regard the specifications In
"Food Chemicals Codex" as defining an
appropriate food grade within the meaning of
section 121,11(b)(3) (now § 18Z.(b](3)) and
sqction 121.1000(a)(2) (now I 2.5(a)(2) of
the food additives regulations, subject to the
following qualifications: this endorsement Is
not construed to exempt any food chemical
appearing in the "Food Chemicals Codex"
from compliance with requirements of Acts of
Congress or with regulations and rulings
issued by the Food and Drug Administration
under authority of such Acts.

Later, the "Food Chemicals Codex"
was olficially recognized by FDA when
the definitions and procedural and
interpretive regulations under § 170.30
(21 CFR 170.30), relating to eligibility of
substances for classification as
generally recognized as safe (GRAS),
were revised and published in the
Federal Register of June 25,1971 (30 FR
12093).

In 1978, the agency placed a notice in
the Federal Register of April18, 1978 (43
FR 16413), inviting comments and
suggestions by all interested parties on
the specifications for certain substances
scheduled for revision at that time.

The agency now gives notice of
review of the entire content of the 'Food
Chemicals Codex," 2d Ed., and the three
supplements issued thereto, in
preparation for publication of the "Food
Chemicals Codex," 3d Ed. (FCC I) in
mid-1980.

The agency invites comments and
suggestions by all interested parties on
any substances for which monographs
on specifications exist in the "Food
Chemicals Codex," 2d Ed., and its three
supplements. Any comments,
recommendations, and requests
pertaining to revisions of assay or
impurity limits, or other specification
parameters, or to revision of analytical
test procedures and preparation of
solution and other reagents, shall be
accompanied by adequate
substantiating data or other Information
in support of such comments.
recommentlations, or requests.

Several general revisions that will
affect all monographs to be published in
FCC MI include the following: (a) the
large section within each monograph
previously entitled "Specifications" will
be entitled "Requirements" in FCC M-h
(b) all tests for "Identification." which
previously fell outside the
"Specifications" section, will be made
part of the "Requirements" section in
FCC IIl; (c) all monographs in FCC M
shall contain adequate "Identification"
tests to aid in Identifying a particular
substance and in differentiating one
substance from another;, (d) all
monographs in FCC III shall contain,
where possible, a suitable "Assay" (or
the equivalent of an assay), compliance
with which will demonstrate that the
substance in question a contains
quantifiable amount of material or
component as may be specified; and (e)
the policy on "Added Substances," as
previously defined on page 8 of the
"Food Chemicals Codex," 2d Ed. (and as
modified on page 1 of the first
supplement to the 2d Ed.), has been
changed for FCC Il; the effect of this
change is to prohibit the use of such
"Added Substances" unless they are
specifically provided for in an indIvidual
monograph in FCC IL

In addition to the monographs
contained in the "Food Chemicals
Codex," 2d Ed., and its three
supplements, new monographs for a
number of substances are planned for
incorporation in FCC Ill, including an as
yet undetermined number of new
monographs for flavoring agents and
spice oleoresins. Other new ingredients
and color additives for which food-grade
specifications and applicable test
procedures have not been proposed as
yet, and for which such information is
hereby invited from interested parties,
include:
Annatto extract
1-Apo-"-carotenal
Arabinogalactan -

Beets, dehydrated
Butane
Canthaxanthin
Carbon dioxide
Casein
Cetyl alcohol synthetic
Char smoke flavor
Collagen
Coppersulfate
Decyl alcohol, synthetic
Dextrin Z
Dextrose
Dlimethyl dialkyl ammonium chloride
Folic acid (Folacin)
Fructose
Gelatin
Grape skin extract
Helium
Hexane
Hexyl alcohol, synthetic

I
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Ion-exchange resins (as defined in 21 CFR
173.25)

Iso-butane
Lactose
Lauryl alcohol, synthetic
Lecithin, bleached with benzoyl peroxide
Lecithin, breached with hydrogen peroxide
Myristyl alcohol, synthetic
Nitrogen
Nitrous oxide
Octyl alcohol, synthetic
Pebtones
Polypropylene glycol
Polyvinylpolypyrrolidone
Propane
Propylene glycol mono- and diesters of fatty

acids
Sodium caseinate
Stearyl alcohol, synthetic
Sulfur dioxide
Talc
Thiopropionic acid
Vitamin B
Zinc gulconate
Zinc oxide

New monographs that are candidates,
for inclusion in FCC Ill are not limited to
those cited above. Other substanced
being used infoods in compliance with
applicable regulations under the Federal
FoodpDrug, and Cosmetic Act, for which
suitable food-grade specifications can
be prepared, will also be considered
upon request by interested parties.

Six copies of written comments
regarding this notice are to be submitted
to the Hearing Clerk (FIFA-305), Food
and Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MO 20857,
except that individuals may submit one
copy. Comments are to be identified
with the Hearing Clerk docket number
found in brackets in the heading of this
document. Received comments may be
seen in the above office between 9 a.m.
and 4 p.m., Monday through Friday.
Copies of all comments willbe made
available to the National Academy of
Sciences/National Research Council.

Dated: October 29, 1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs.
[FR Doc. 79-33919 Filed 10-30-79; 11:12 am)
BILUNG CODE 4110-03-M

Office of the Secretary

Advisory Panel on Financing
Elementary and Secondary Education;
Meeting
AGENCY: Advisory Panel on Financing
Elementary and Secondary Education.
ACTION: Notice of Meeting.

SUMMARY: This notice sets forth the
schedule and proposed agenda of a

forthcoming meeting of the Advisory
Panel on Financing Elementary and
Secondary Education. It also describes
the functions of the Panel. Notice of this
meeting is required under tha Federal
Advisory Committee Act (5 U.S.C.
Appendix 1, section 10(a)(2)). This
document is intended to notify the-
general public of its opportunity to
attend.
DATE: November 19,1979, 9:00 aJm. to
5:00 p.m.
ADDRESS: 200 ndependence Avenue,
S.W., Washington, D.C., Rooms 337-A,
723-A, and 727-A.
FOR FURTHER INFORMATION CONTACT:
Dr. George B. Lane, Acting Executive
Director, Advisory Panel on Financing
Elementary and Secondary Education,
Room 313-H, 200 Independence A- enue,
S.W., Washington, D.C. 2020Z (202-245--
8220].
SUPPLEMENTARY INFORMATION: The
Advisory Panel on Financing
Elementary and Secondary Education is
established under Section 1203, Title XII
of the Education Amendments of 1978
(P.L. 95-561]. The Panel is directed to
provide the Secretary and the Congress
with periodic advice and counsel
concerning public polfces on raising
and distributingrevenues to support
elementary and secondary education.
The views- and recommendations of the
Advis ory Panel shall provide periodic
advice to the Secretary concerning the
conduct of studies authorized by Section
1203 and make interim reports to the
President and the Congress in 1980,
1981, and 1982 on the results of the
studies conducted The Advisory Panel
shall also provide comments on the
Secretary's annual reports and such
additional recommendations for
legislation or other-appropriate action to
the. Congress no later than. sixty days
after submission of such reports.

The meeting of the Advisory Panel
will be open to the public.

The proposed agenda includes:
(1) Meeting of the three

subcommittees for Budget, Calendar,
and Draft Report

(2) General reviev of organizational
business

Records shall be kept of all Adilsory
Panel proceedings and shall be
available for public inspection at the
Office of the Assistant Secretary for
Education, 200 Independence Avenue,
S.W., Room 313-H, Washington. D.C.
20202.

Signed at Washington, D.C., on October 30,
1979.
George B. Lane,
Acting Executive Director, Advisary Panel om
Financing Elementary and Secondary
Education.
[FR Doc. 79-33918 Filed 11-1-79. 8:45 Gam

BILUNG CODE 4110-89-M

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT
Office of the Assistant Secretary for
Neighborhoods, Voluntary
Associations and Consumer
Protection
[Docket No. N-79-9581

Neighborhood Self-Help Development
Program
AGENCY: Department of Housing and
Urban Development/NVACP.
ACTION: Notice of Public Meetings.

SUMMARY: The Department of Housing
and Urban Development's Office of
Neighborhoods, Voluntary Associations
and ConsumerProtection announces
eitht (8) public meetings to provide
information on the interim regulations
governing the Nbighborhood Self-Help
Developmentprogram. Among other
things, the meetings will assist the
public in commenting on the Interim
regulations which were published In the
Federal Register on October 22, 1979.
The deadline for submitting written
comments is January 7, 1980.
Instructions for submitting written
comments are set forth in the interim
regulations (see Federal Register/ Vol.44
No. 205/Monday, October 22, 1979/ p.
60934).- ,

LOGISTICS FOR THE MEETINGS:

Data and time Location Local conlact

1. Nov. 12, 1979.............. Faneuil Hall. Phil Salamon.
Faneuil Hal (0171 223-
Square, 4066.
GOvernment

Boston, MA.
Z Nov. 12, 1979......... BeanTowers, Andy Vila oia

135 23rd (303) 327-
Street, 2857.
Denver, CO.

3. Nov. 13,1979.--..... Blue Gargoyle. Tony Modrntah
8655 (312)353-
University 5680.
AvO.,
Disciples-of
Chist.
University
Church.
Chicago. IL

4. Nov. 14, 1979 Er........l. Ea- Cabelre Clarence sabes
Federal (214) 749-
Building, 1401.
1100
Commerce.
Room 7A23,
Dallas, TX.
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Data and tine Locaton Local contact

5. Nov. 15. 197 Traas7" lsiand Sue Hogge
The-, 9th (415) 556-
Street & Ave. 4752.
LSan -
Francisco. CA.

6. Nov. tS. 9-.-- Geof Clyde Barron
1nst1ue or (404)221-
Ted-nology. 4576.
Elecbica

Between
tiorth Avemie
and 10th

7. Nov.. 1979.... State Ofte Sonta R-era
BLOIg. Att (212) 264-
Gaewy. 163 8068 or Irna
West 125 Weira (212)
Street New 264-8068.
York. NY.

6, Nov. 19, 19T3- Fe-,j Offce Lois Brown
B~f (206)M399-
Attma.d, 5363.
915 Second
Averae.
S-ate. WA.

All Public Meetings w.llU start at 12:30
pm and end at 6.00 pm.
FOR FURTHER INFORMATION CONTACT:
Joseph McNeely, Office of
Neighborhoods, Voluntary Associations
and Consumer Protection, Department
of Housing and Urban Development, 451
7th Street, S.W. Room 4232, Washington,
D.C. 20410. (202) 755-827.
SUPPLEMENTARY INFORMATION: The

Neighborhood Self-Help Development
Act was passed by Congress on October
15,1978 as Title VII of the Housing and
Community Development Amendments
of 1978. The Congress recently passed
the first appropriation for the program.
The purpose of the Neighborhood Self-
Help Development program is to provide
grants and other forms of assistance to
neighborhood organizations to prepare
and implement specific housing,
economic and community development
projects in low and moderate income
neighborhoods. The program also
intends to increase the capacity of
neighborhood organizations to utilize
and coordinate public and private
resources to assist in the revitalization
of their neighborhoods. More detailed
information on the program is provided
in the interim regulations. HUD's Office
of Neighborhoods, Voluntary
Associations and Consumer Protection
is responsible for the development and
administration of the Neighborhood
Self-Help Development program.
PUBUC MEETiNGS. The eight (8) public
meetings represent one component of
the public participation plan for the
program. Additional methods for
enhancing participation include:

Consultation with other Federal
Agencies. with public interest groups,
national neighborhood network
organizations, and civil rights groups.

The eight (8) public meetings will be
open to all interested parties, and will
be coordinated on a local level by a
HUD representative identified in the
above schedule of meetings.
Representatives from the Central Office
of the Department of Housing and Urban
Development will also attend the eight
(8) meetings.

Issued at Washington. D.C.. October 24.
1979.
Richard C. D. Fleming,
Genera]DeputyAssistantSecetary for
Neighborhoods, Voluntary Associatlon and
Consumer Protection.
[FR Do" 79-34075 Ftled l1--R &45 pul

BILLING CODE 4210-01-M

INTERNATIONAL COMMUNICATION
AGENCY

Advisory Committee on Music Charter
Renewal

In accordance with the provisions of
the Federal Advisory Committee Act
(P.L. 92-463) the International
Communication Agency announces that
it has, with the concurrence of the
General Services Administration,
approved for a two year period a
renewed charter for the Advisory
Committee on Music. The new
expiration date is October 15,1981.

Copies of the charter have been filed
with the Senate Foreign Relations
Committee, the House International
Relations Committee and the Library of
Congress, as provided by law.
Jane S. Grymes,
Management Anal sis AfanaSg.=rcnt
Analysis/Regulations Staff. Associate
Directorate for ManagerenL rnternational
Communication Agency.
[FR no. 79-33957 Filed 11-1-72t 0.4 r...
BILLING CODE 8230-01-"

DEPARTMENT OF THE INTERIOR

Bureau of Land Management

[Colorado 24128AAl

Northwest Pipeline Corp.; RfW
Applications for Pipeline
October 25, 1979.

Notice is hereby given thaL pursuant
to section 28 of the Mineral Leasing Act
of 1920 (41 Stat. 449), as amended (30
USC 185), Northwest Pipeline
Corporation, P.O. Box 1526, Salt Lake
City, Utah 84110, has applied for a right-
of-way additions 79430.7886. 78827, for
the Philadelphia Creek Gathering
Systems of approxiamtely 2.15Z miles of,
pipeline on the following Public Land

Sixth Principal Meridian, Rio Bianco County
Colo.
T. 1S.. R. I1W.

Sec. 32- SEASEIA:
Sec. 33: SWV.SW V.

T. 2 S., R. 101 V.
Sec. 4: Lot 8. S INW,' . EizSWV.: SWMSEVA:

Sec. 5: Lots 5 and 6.

The above-named gathering systems
will enable the applicant to collect
natural gas and to convey it to its
customers. The purpose for this notice
are: (1) to inform the public that the
Bureau of Land Mangement is
proceeding with the preparation of
environmental and other analytic
reports, necessary for determing
whether or not the application should be
approved and if approved, under what
terms and conditions; (2] to give all
interested parties the opportunity to
comment on the application; (3) to allow
any party asserting a claim to the lands
involved or having bona fide objections
to the proposed natural gas gathering
system to file its claim or objections in
the Colorado State Office. Any party so
filing must include evidence that a copy
thereof has been served on Northwest
Pipeline Corporation. Any comment
claim or objections must be filed with
the Chief, Branch of Adjudication.
Bureau of Land Management. Colorado
State Office, Room 700. Colorado State
Bank Building. 1600 Broadway. Denver.
Colorado 80202, as promptly as possible
after publication of this notice.
Andrew W. Heard.Jr.,
Leader. Craig Team, Branch ofAdudictilrn
[FR ee. 3307 Fd'e 11-1-7M. &4 a= tI

BILLING CODE 4310-84-M

(l-591891

Sixth Principal Meridian, Wyoming;
Notice of Application

October 23.1979.

Notice is hereby given that pursuant
to Sec. 28 of the Mineral Leasing Act of
1920, as amended (30 U.S.C. 185]. the
Marathon Pipe Line Company of Casper,
Wyoming filed an application to amend
their existing right-of-way grant W-
59189 to construct a rectifier and deep
well bed and related facilities affecting
the following described lands:
Sixth Principal Meridian, Wyoming

T. 47 N.. R. 90 "V
Sec. 8. Wli SWV.
The proposed rectifier and deep well bed

and related facilities are to be located within
a 20' right-of-way width as part ofMarathon
Pipe Line Company's maintenance program
for an existing crude oil pipeline located ia
the WISSWYV4 of Section 8. T.47 N..L 90 I.
Washakie County. Wyoming.
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The purpose of this notice is to inform
the public that the Bureau will be
proceeding with consideration of
whether the application should be
approved, and if sb, under what terms
and conditions.

Interested persons desiring to express
their views should do so promptly..
Persons submitting comments should
include their name and address and.
send them to the District Manager,
Bureau of Land Mafiagement, 1700
Robertson Avenue, P.O. Box 119,
Worland, Wyoming 82401.
Harold G. Stinchcoinb,
Chief, Branch of Lands and Minerals
Operations.
[FR Doe. 79-33908 Filed 11-1-79; 8:45 am]

ILLING CODE 4310-84-M

National Park Service

Gulf Islands National Seashore
Advisory Commission; Meeting

Notice is hereby given in accordance
with the Federal Advisory Committee
Act that a meeting of the Gulf Islands
National Seashore Advisory
Commission will be held at 1 p.m. on
December 6, 197g, at the Holiday Inn,
Gulf Breeze, Florida, to be followed by a
tour of Santa Rosa Island, Florida at 9:30
a.m. on December 7,1979.

The purpose of the Gulf Islands
National Seashore Advisory
Commission is to colisult and'advise
with the Secretary of the'lnterior or his
designee on matters of planning and
development of Gulf Islands National
Seashore.
. The members of the Advisory

Commission are as follows:
Paul A. Daniel, Chairman (Florida)
Charles S. Liberis, Jr. (Morida)
Mrs. Erica Woolley (Florida)
Michael M. Mitchell (Florida]
Gordon D. Allen (Mississippi]
Lloyd J. Caillavet (Mississippi]
John Duncan Moran (Mississippi)
Michael Merritt (Florida]
William S. Rosasco I (Florida)
Mrs. J. H. Etheridge (Florida)
Frederick Donovan (Florida]
The Reverend A.-A. Dickey (Mississippi)
Mrs. Joan Gilley (Mississippi]
Mrs. Ann P. LaRosa {Mississippi]

The matters to be discussed at this-
meeting will include: (1) An Operations
Report, (2) Seashore Statement for
Management, and (3) Review of
Hurricane Frederic damage lo Seashore
resources.

The meeting will be open to the
public,.However, facilities and space for
accommodating members of the public-
are limited and it is expected that not
more than 25.persons will be able to
attend. Any member of the public may

Geological Survey -

Lessees of Federal Oil and Gas Leases
in the Outer Continental Shelf,(OCS),
Gulf of Mexico Area; Relief From
Compliance With Certain
Requirements of OCS Order No. 13
October 25,1979.

In response to an appeal by a lessee,
the Acting Director of the Geological
Survey, on January 18, 1979, issued a
decision which provided relief from
compliance with some of the
requirements of the existing OCS Order
No. 13.
- In order to prevent unequal treatment,
pending the final revision of OCS Order
No. 13, all other OCS lessees in the-Gulf
of Mexico Area are hereby notified that
they are excused from compliance with
certain requirements of OCS Order No.
13.

The modified requirements are set
forth below as items 1 through 5.

Effective January 18, 1979, lessees
have the- option of complying either with
the existing Order or with the Order as
modified by the decision. Lessees who
elect to abide by the modifications are
relieved from compliancewith the Order
to the extent that it is modified;
however, such lessees are charged with
the responsibility of operating in
accordance with the modifications.

A proposed revised Gulf of Mexico
Area OCS Order No. 13 is now-being
developed and will be published at a
later date with a.solicitation for
comments. It is contemplated that the
proposed revised Order will contain
several revisions in addition to the

,modifications itemized below.

file with the commission. a written
statement concerning the matters to be
discussed. Members of the public may
attend the tour of Santa Rosa Island,
Florida if they provide their own
transportation.'

Persons wishing further information
concerning this meeting or who wish to
submit written statements may contact'
Franklin D. Pridemore, Superintendent,
Gulf Islands National Seashore, P.O.
Box 100, Gulf Breeze, Florida 32561,
Telephone 904-932-6316. Minutes of the
meeting will.be available at Park
Headquarters for public inspection
approximately four weeks after the
meeting.

Dated. October 22, 1979.
Joe Brown,
Regional Director, Southeast Region.
CFR Doe 79-3304 Filed 1i-1-7, 8:45 am]
BILLING CODE 4310-70-M

63158

Item No, 1. The first three sentences in
subparagraph 2A(3), Sampler, are
revised as follows:

(3) Sampler. A proportional-to-flow
sampling device, which shall be pulsed by the
meter counter, with the sampling point
installed in the flow stream immediately
upstream or downstream of the meters or
diverter valve. The sampler container shall
be vaportight, with a mixing device to permit
complete mixing of the sample, prior to
removal from the container. The sampler
probe shall extend into the center of the flow
piping in a vertical run, in a region of
turbulent flow at least three pipe diameters
downstream of any pipe fitting.

Item No. 2. The second sentence of the
subparagraph 2C, Sales Meter Proving
Equipment, is revised as follows:

Represeniatives of the seller, buyer,
transporter, and U.S. Geological Survey
(USGS] shall hgve the right to witness the
calibration and proving of liquid sales meters,

Item No. 3. Subparagraph 2C(3)(b),
Master Meter, is revised.as follows:

(b) Master Meter. In establishing the
operating meter factor with a master meter,
the master meter shall first be operating
within manufacturers specifications, and be
calibrated with similar gravity crude and
flow rate. A minimum of two consecutive
runs with a prover tank or five out of six
consecutive runs with a mechanical-
displacement prover which repeat within a
tolerance of 0.0002 shall be made for
determination of the master meter factor. In
establishing the operating meter factor with
the master meter, a minimum of three
consecutive runs shall be within a tolerance
of o.0o05. The volume of each of these runs
shall be at least 10 percent of the hourly rated
capacity of the operating meter but must be
of sufficient amount for determination of an
acpurate operating meter factor. The master
meter installation shall include:

(i) A back-pressure valve downstream of
the operating and master meter.

(ii) A check valve to prohibit backfilow. The
lessee shall submit a copy of the official
record of each master meter calibration to the
USGS Gulf of Mexico Area Office within 7
days.

Item No. 4. The first four sentences of
subparagraph 5B(5), Malfunction, are
revised as follows:

(5) Malfunction. If at any time the
measuring equipment is found to be out-of-
service or not registering within the limits of
accuracy prescribed by the manufacturer, It
shall be immediately removed from service
until repaired or adjusted to read accurately.
If the error in the measuring equipment is
found to be within 2 percent, previous
readings of such equipment shall be
considered correct in computing deliveries of
gas thereunder. If the error in the measuring
equipment Is found to be more than 2 percent,
at a recording corresponding to the average
hourly rate of flow for the period since the
last preceding calibration (test), the volume,
measured since the last calibration shall be
corrected as follows:
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(a) Sales Afetes.
(i) If the time of the-error is ascertainable.

the volume adjustment shall be calculated
from the time the error occurred.

(ii) If the timhe the error occurred is not
ascertainable, the volume adjustment shall be
applied to one-half of the time elapsed since
the last date of calibration or 23 days,
whichever is less.

(b) Allocation Meter-,
(i) If the time of the error is ascertainable.

the volume adjustment shall be calculated
from the time the error occurred. however, no
retroactive adjustment of volumes metered
for allocation is required beyond a 23-day
period.

(ii) If the time the error occurred is not
ascertainable, the volume adjustment shall be
applied to one-half of the time elapsed since
the last date of calibration or 23 days,
whichever is less.

Item No. 5. Paragraph 8, Accidents, is
revised as follows:

Accidents. Any accident involving metering
equipment which causes a fire, damage to
equipment serious injuries, or pollution shall
be reported to the Oil and Gas Supervisor,
Operations Support. within 24 hours. A
complete; detailed report shall be submitted
to this Supervisor within 10 days.

- Copies of this notice to lesses are.
available from D.W. Solanas, Oil and
Gas Supervisor, Operations Support.
Gulf of MexicoRegion. US. Geological
Survey, P.O. Box 79M4 Metairie, La.
70011.
Hillary A. eden.
Acting Chief.Consenavtion Division.
[R Doc 79-,3M7 Filed iU--.7 I.-5 m)n
BIU.NG MCOE 4330-3-

. Bureau of Reclamation

Contract NegotiationsTo Pay Costs of
American Falls Replacement Dam
Minidoka Project-ldaho-Wyomln g;
AvailabMity of Proposed Contract for

'Public Review and Comment

The Department of the Interior,
through the Buteau of Reclamation, has
sent a proposed draft contract to the
various irrigation water users that hold
space in American Falls Reservoir,
Minidoka Federal Reclamation Project.
Idaho, and have previously contracted
with the United States and the
Constructing Agency (American Falls
Reservoir District) to pay a
proportionate share of the costs of
replacing the American Falls Dam,
pursuant to the Art of December 28,
1973 [87 Stat 9 )0. The proposed
contract would amend those irrigation
spaceholder contracts dated March 31,
1976, which provided for replacement of
the dam and related facilities and for the
financing of the costs associated
therewith by the sale of tax-exempt
bonds, as authorized by section 7 of the

Act of December 23,1975 [89 Stat. 970.
976). The irrigation spaceholderes
proportionate share of the total cost of
the American Falls Replacement Dam
Project is estimated to be about S19.2
nillion. The remaining cost of the
programrestimated to be about $21
million, will be paid by Idaho Power
Company under a falling water contract
for downstream power generation
executed March 31. 1978, anda
spaceholder contract of the same date,
which assumed a proportionate share of
the replacement costs attributable to
reservoir space that was contracted for
on June 15,1923. Upon completion, the
replacement dam and related facilities
will be conveyed to the United States,
and the dam and reservoir will be
operated as an integral part of the
Minidoka Federal Reclamation Project.
The capacity of the American Falls
Reservoir will remain unchanged as will
the acre-foot storage space entitlement
of each irrigation spaceholder.

The proposed contract amendment
will provide for payment by the United
States of each obligated irrigation
spaceholder's proportionate share of the
final cost of construction of the
American Falls Replacement Dam
Program and will establish the terms
and conditions under which the
payment will be made. After acceptance
by the spaceholders and approval by the
Secretary of the Interior. the amendment
will be executed pursuant to section 7 of
the Reclamation Safety of Dams Act of
1978 (92 Stat. 2471), enacted November
2, 1978. That act authorizes and directs
the Secretary of the Interior "to pay and
discharge that portion of the costs
associated with the replacement of the
American Falls Dam which the irrigation
spaceholder contracting entities are
obligated to pay pursuant to
implementation of the Act of December
28, 1973 (87 Stat 904)...."

It is anticipated that contracts will
later be offered to those irrigation water
user entities that did not execute the
spaceholder contract in 1978. These
contracts will contain terms and
conditions similar to the 1976 contracts
and the proposed amendment

The public may observe any
negotiating sessions. Advance notice of
such sessions, if any, will be furnished
on request. Requests must be in writing
and submitted one week prior to a
scheduled session. Requests must
identify the contract in which the party
is interested. They should be addressed
to the Regional Director, attention code
440, Bureau of Reclamation. 550 W. Fort
Street-Box 043, Boise, Idaho 83724.

For further information on scheduled
negotiating sessions and copies of the
proposed contract amendment, please

contact Richard Fuller. Repayment and
Statistics Branch. Division of Water.
Power, and Lands. Bureau of
Reclamation, at the above address;
telephone (208) 384-9503.

Comments on the proposed contract
amendment will be accepted for 30 days
from the date of this publication. All
correspondence concerning the
proposed amendment is available to the
general public pursuant to the Freedom
of Information Act (80 Stat. 383). as
amended.

This notice is supplemental to the
notice published on January 4.1979. on
the same subject.

Dated: October 26.1979.
Clifford L. Barrett.
Assistant Commissioner of Reclarzllon.

BILUNG CODE 4310-09-M

DEPARTMENT OF JUSTICE

Proposed Consent Decree in Acto
To Enjoin Discharge of Water
Pollutants

In accordance with Departmental
Policy, 28 CFR § 50.7,38 FR 1902, notice
is hereby given that a proposed consent
degree in United States ofeAmeica v.
Bacardi Corporatior. Civil Action No.
79-2324, has been lodged with the
United States District Court for District
of Puerto Rico. The proposed decree
would require Bacardi Corporation to
construct, by December 1. 1983, and to
operate treatment facilities in order to
achieve compliance with a new NPDES
permit to be issued to it.

The Department of Justice will receive
for thirty (30) days from the date of
publication of this notice, written
comments relating to the proposed
judgment. Comments should be
addressed to the Assistant Attorney
General. Land and Natural Resources
Division, Department of Justice,
Washington, D.C. 20530. and refer to
United States v. Bacardi Corporatiom
D.J. Ref. 90-5-1-1-1281.

The proposed consent decree may be
examined at the office of the United
States Attorney. U.S. Post Office and
Courthouse Building. Receipto Sur. Old
San Juan, Puerto Rico, 00904; at the
Region H office of the Environmental
Protection Agency, Enforcement
Division, 26 Federal Plaza. New York.
New York 10007; and at the Pollution
Control Section. Land and Natural
Resources Division, Department of
Justice, Room 2625, Ninth and
Pennsylvania Avenue, N.W..
Washington. D.C. 20530. A copy or the
proposed consent decree maybe
obtained in person orby mail from the

SM59
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Pollution Control Section, Land and ,
Natural Resources Division, Department
of Justice.
Jariies W. Moorman, -

Assistant Attorney General, Land and
Natural Resources Division.
[FR Doc. 79-33952 Filed 11-1-79; 8:45 am]

BILLUNa CODE 4410-01-4

Antitrust Division

Hearing on Proposed Modification and
Ultimate Termination of Final
Judgment; United States v. Swift &
Co., et at.

The following notice is published
pursuant to the Order of the. United
States District Court for the Northern
District of Illinois. It sets a hearing for
January 17, 1980 and invites public
comment on a proposal to modify and
ultimately terminate an antitrust
judgment against major meat packing
companies.

Dated: October 26,1979.
Gregory B. Hovendon,
Assistant Chief, Judgment Enforcement
Section, Antitrust Division, Department of
justice.

In the US. District Court for the Northern
District of Illinois, Eastern Division
United States of America, Plaintiff, v. Swift '

Company; Armour and Company; Wilson &
Co., Inc.; and Cudahy Company, et al,
Defendants.

Civil Action No. 58 C 613.

Notice of Hearing Concerning Proposed
Modification of Packers Consent Decree
(Entered February 27,1920 and Previously
Modified December 20,1971 and January 17,
1975) -.

Pursuant to order of the Honorable Julius J.
Hoffman, Senior Judge, United States District
Court for the Northern District of Illinois,
Eastern Division, a hearing shall be held at
10:00 a.m. on January 17,1980, before the
Honorable Judge Hoffman in Room 1719 of
the United States Courthouse, 219 S.
Dearborn Street, Chicago, Illinois, 60604, for
the purpose of considering the Joint Motion of
plaintiff, United States of America. and
defendants, Swift & Company and Armour
and Company, for entry of an order entitled
"Modified And Suplemental Final Judgment-
i1" in the aforesaid proceeding. The effect of
the aforesaid Modified And Supplemental
Final Judgment-fII would be to permit the
defendants, subject to the antitrust laws, to
do the following:

1. Transport those non-meat food products
and product lines listed and referred to in

Article Third, Vourth and Eighth of the decree
(referred to herein as Specified Product
Lines), and use or permit others to use the
distribution systems and-facilities of the
defendants in any manner for the purchase,
sale, handling, transporting, distributing, or
otherwise dealing in any Specified Product
Line.,

2. Enter by de novo entry through internal ",
expansion into all types of meat and other
grocery retailing (including the operation of
meat markets, general retail grocery stores,
dining rooms restaurants, fast-food fadilties,
and all other retail activity).

3. Enter meat and grocery retailing by
acquiring all or any part of the stock or assets
of a company already engaged in retailing;
provided that no such acquisition would be
permitted (1) if the comiany whose stock
were to be acquired made, or the assets
which were to be acquired hccounted for,
more than $100 million of total sales in ,
retailing of all Specified Product Lines in the
United States in the immediately preceding
fiscal year of the company, or (2) if the
company whose stock were to be acquired or
the assets which were to be acquired was
one of the four leading sellers in total dollar
sales of grocery and meat products through
combination food stores.in any Standard
Metropolitan Statistical Area with a
population of one million persons or more in
the immediately preceding calendar year, if
the four leading sellers in such area
accounted for 50% or more of the sales of
grocery and meat products through
combination stores in that year.

4. Enter the manufacture or distribution of
any Specified Product Line by acquiring all or
any part of the stock or assets of a company
already engaged in such manufacture or
distribution; provided that no such
acquisition would be permitted (1) if the
company whose stock were to be acquired
made, or the assets to be acquired accounted-
for, more than $100 million of total sales in

* manufacturing and distributing of all
Specified Product Lines in the United States
in the immediately preceding fiscal year of
the company, or (2) if the company whose
stock were to be acquired or the assets which
were to be acquired-was one of the four
leading manufacturers or distributors in
dollars in the United States of any product or
group of products set forth in the proposed
order (essentially groups of grocery
products), if the four leading sellers of any
such product or group of products accounted
for 50% or more of such sales.
;5. Acquire and subsequently hold no more

than 10% of the outstanding voting securities
of, or other interest in, any company [1)
manufacturing, jobbing, selling, distributing -
or otherwise dealing in any Specified Product
Line, (2) owning, operating or conducting any
retail meat market, or (3) owning a public
cold storage warehouse. Any securities or
other interest acquired pursuant to this
authority must be held-solely for the purpose
of investment by the acquiring defendant.'

In addition, the proposed order provides
that the' Final Judgment, as amended, shall
terminate and expire five years after the date
of entryof the Modified And Supplemental
Final Judgment-I, subject to the provision,
that the plaintiff may apply to the Court for
continuation of all or any part of theFinal -
Judgment as amended, such application to be
made not later than 180 days prior to the
scheduled termination date of the D'ecree.

Additional information and copies of the
proposed Modified And Supplemental Final
Judgment-III'may be obtained by contacting
one-of the undersigned attorneys for the,
United States:

Greogory B. Hovendon, Assistant Chief,
Judgment Enforcement Section, Antitrust
Division, United States Department of
Justice, Washington, D.C. 20530, Phone:
(202) 633-2495.

John Wilson, Judgment Enforcqnient Section,
Antitrust Division, United States
Department of Justice, Washington, D.C.
20530, Phone: (202) 033-2480.

John E. Sarbaugh, Chief, Midwest Office,
United States Department of Justice, 210
South Dearborn Street, Chicago, Illinois
60604, Phone: (312] 353-7538.
Dated: October 25,1979.

H. Stuart Cunningham,
Clerk of Court.
[FR Do. 79-33953 Filed 11-1-79: &45 eni
eILNG CODE 4410-01-H

Proposed Consenf Judgment, United
States v. Acme Meat Company, ot a.
and Competitive Impact Statement
Therein

Notice is hereby given pursuant to the
Antitrust Procedures and Penalties Act,
15 U.S.C. § 16 (b) through (h), that a
proposed consent judgment and a
competitive impact statement as set out
below have been filed with the United
States District Court for the Central
District of California in Civil Action No,
78-1436--RMT (TX), United Stales V.
Acme Meat Company, et al,

The complaint in this case alleges that
twelve corporate defendants, engaged In
the meat packing business, conspired to
f' sales prices of carcass beef to
Safeway supermarkets and other retail
grocery chains in the Los Angeles
Metropolitan area.

The proposed Judgment prohibits each
defendant from agreeing to fix,
determine, maintain, or stabilize prices
with any other person or company and
from communicating current and future
price information concerning carcass
beef to any other meat packing company
or its agents. The proposed Judgment,
which is ten years in duration, requires
the corporate defendants to distribute
copies of the Judgment to their drebtors,
officers, and employees responsible for
the pricing of carcass beef and to submit
an annual statement to these persons
that any knowing violation of the
Judgment will result in termination of
employment.

Public comment is Invited within the
statutory 60 day time period. Such
comments and respolises thereto will be
published in the Federal Register and
filed with the Court,,Comments should
be directed to Crossan R. Andersen,
Assistant Chief, Los Angeles Field
Office, Department of Justice, Room 3101
Federal Building, 300 North Los Angeles
Street, Los Angeles, California 90012.,
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Dated: October 22,1979.
Joseph H. Widmar, '
Director of Operations.
Julian S. Greenspun, Irma Gonzales Dirst,

Crossan R. Andersen.,'Antitrust Division.
Department of Justice, 3101 Federal
Building, 300 North Los Angeles Street, Los
Angeles, California 90012, telephone: (213)
688-2515; Attorneys for the Plaintiff.

United States District Court, Central District
of California
United States of Ameica, Plaintiff v. Acme

Meat Company; Bristol Foods,
Incorporated, db.a. Gold Pak Meat
Company; Delta Meat Packing Company;
Federal Meat Company; Gem Packing
Company; Globe Packing Company Great
Western Packing Company; Meat Packers,
Incorporated, O.K Meat Packing
Company; Quality Meat Packing Company,
Serv-UMeat Packing Company; Shamrock
Meats, Incorporated, Union Packing
Company and Ward Foods, Incorporated,
Defendants.

Civil No. 78-1436--RMT (TX), Stipulation Re:
Consent Judgment Filed: October 22,1979.
IT IS HEREBY STIPOLATED by and

between the undersigned parties, by their
respective attorneys, that:

(1) A Final Judgment in the form attached
may be filed and entered by the Court, upon
the motion of any party or upon the Court's
own motion, at any time after comnpliance
with the requirements of the Antitrust
Procedures and Penalties Act (15 U.S.C. § 16),
and without further notice to any party or
other proceedigs, provided that Plaintiff has
not withdrawn its consent, which it may do
at any time before the entry of the proposed
Final Judgment by serving notice on the
defendant and by filing that notice with the
Court.

(2] In the event Plaintiff withdraws its
consent or if the proposed Final Judgment is
not entered pursuant to this stipulation. this
stipulation shall be of no effect whatever, and
the making of the stipulation shall be without
prejudice to Plaintiff and the defendants in
this or any other proceeding.

Dated: This 22nd day of October, 1979.
For Plaintiff.
John -L Shenefield,
Assistant Attorney General.
Joseph H. Widmar,
Director of Operations.
Crossan R. Andersen,
Assistant Chief, Antitrust Division Los
Angeles Field Office.
Julian S. Greenspun,
Attorney.
Julian S. Greenspun, Irma Gonzalez Dirst

Crossan R. Andersen. Antitrust Division,
Department of Justice, 3101 Federal
Building, 300 North Los Angeles Street, Los
Angeles, California 90012, telephone: (213)
688-2515; Attorneys of the Plaintiff.

United States District Court. Central District
of California
United States of America, Plaintiff, v. Acme

Meat Company; Bristol Foods,
Incorporated, d.b.a. Gold Pak Meat

Company; Delta Meat Packing Company;
Federal Meat Company; Gem Packing
Company; Globe Packing Company. Great
Western Packing Company; Meat Packers,
Incorporated, O.K Meat Packin
Company; Quality Meat Packing Company;
Serv.U 3eat Packing Company; Shamrock
Meats, Incorporated," Union Packing
Company; and Ward Foods Incorporated,
Defendants.

Civil No. 78-1436-RMT (TX), Stipulation Re:.
Final Judgment Filed: October 221979.
Plaintiff, United States of America, having

filed its Complaint on April 13,1978. and the
plaintiff and the defendants, by their
respective attorneys, having consented to the
entry of this Final Judgment. without trial or
adjudication of any Issue of fact or law

'herein. without admission by any party with
respect to any such issue, and without this
Final Judgment constituting evidence with
respect to any such issue;

Now, Therefore, before any testimony or
evidence has been taken herein, and without
trial or adjudication of any Issue of fact or
law herein, and upon the consent of the
parties hereto,

It is hereby ordered, adjudged and decreed
as follows:

I
This Court has jurisdiction of the subject

matter hereof and of the parties hereto. The
Complaint states a claim against the
defendants upon which relief may be granted
under Section 1 of the Sherman Act, 15 U.S.C.
§1.

II
As used in this Final Judgment:
(A) "Person" means any individual

partnership, firm, corporation. association. or
other business or legal entity.

(B) "Meat packer" means a business entity
which slaughters cattle (or has cattle
slaughtered for it by a third party) and
dresses and sells such slaughtered cattle as
beef products, such as dressed beef, primal
cuts, fabricated meat or finished meat
products;

(C] "Carcass beer' means slaughtered beef
which has been dressed and not processed
into primal or subprimal cuts or otherwise
further products;

(D) "Los Angeles area" means the
geographic area comprising the Counties of
Los Angeles, Orange, Riverside, San
Bernardino, Ventura and Santa Barbara,
California:

(E] "Defendant corporation" means each
defendant named in the complaint In this
case and listed in the caption in this Final
Judgment except the defendant Meat
Packers, Incorporated. which no longer
exists.

m
The provisions of this Final Judgment are

applicable to the defendant corporations and
to each of their officers, directors, agents,
employees, subsidiaries, successors and
assigns, and to all other persons in actlvd
concert or participation with any of them
who shall have received actual notice of this
Final Judgment by personal service or
otherwise.

IV
Each defendant corporation is enjoined

and restrained from entering Into, adhering
to, maintaining or furthering any contract.
agreement, understanding, plan or program
with any other person directly or indirectly.
to:

(A) Fx determine, maintain or stabilize
prices, or other terms or conditions for the
sale of carcass beef to any third person in
violation of the Sherman Act; and

(B) Communicate or exchange information
with any other meat packing company,
employee or officer thereof, concerning the
present or future prices, Including terms and
conditions of sale, that any meat packing
company Is charging or may charge for beef
carcass(es) in the Los Angeles area as
defined in Paragraph 11(D) above. "Present
prices" Is herein defined as prices being
charged on the date of the communication or
exchange and any open bid or offer as of said
date.

V
Each defendant corporation is enjoined

and restrained from:
(A) Directly or indirectly communicating or

exchanging information with any other meat
packing company, employee or officer
thereof, concerning the present or future
prices, including terms and conditions of sale,
that any meat packing company is charging
or may charge for beef carcass(es) in the Los
Angeles area as defined in Paragraph 11[D)
above. "Present prices" Is herein defined as
prices being charged on the date of the
communication or exchange and any open
bid or offer as of said date.

113) Directly or indirectly communicating or
exchanging any information with other meat
packing company, employee or officer
thereof, for the purpose of fixing, increasing.
decreasing, maintaining or stabilizing the
price of sale of carcass beef to purchasers
thereof within the Los Angeles area as
defined in Paragraph 11(D) above.

(C) Joining. participating in or belonging to
any trade association. organization, or other
group with knowledge that any of the
activities thereof are inconsistent with any
terms of this Final Judgment.

VI
Each defendant corporation is ordered and

directed:
(A) Within sixty (60) days after the date of

entry of this Final Judgment to furnish a copy
thereof to each of Its directors, officers, plant
managers and sales managers who have
pricing responsibility in connection with the
sale of carcass beef in the Los Angeles area:
and shall advise and inform each such person
that violation of this Final Judgment could
result in a conviction for contempt of court
and Imprisonment and/or fine; and

(B) Within sixty (60) days after the date of
entry of this Final Judgment to file an
affidavit of compliance with the Clerk of the
Court. and serve upon the plaintiff reciting
the fact and manner of compliance with
provision (A) of this Section.

VII
(A) Each defendant corporation shall

advise each of the persons described in
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Section VI(A) of this Final Judgment, and
each of their successors, of its and their
obligations under this Final Judgment;and for
a period of ten (10).years from the. entry of
this Final Judgment, shall maintain a program
to insure compliance with this. Final.
Judgment. Defendant corporation's
compliance program shall include at a
minimum the following with respect to each
of the persons described in Section VI(B), and
each of their successors:

(1) The distribution to them of thisg Final
Judgment;

(2) The annual submission to them. of a
statement that corporate policy absolutely'
prohibits any violation of the antitrust laws
or of this Final Judgment, and a knowing
disregard of this policy wil'result in
termination;

(3) The imposition of A requirement that
each of them sign and submit to his empldyer
a certificate in substantially the following-
form:

"The undersigned hereby (1) acknowledges
receipt of a copy of the 1979 Meat Packing
Final Judgment and a written directive setting
forth the company policy regarding
compliance with the antitrust laws and with
such Final Judgment, (2) represents that the
undersigned has read and understands such
Final Judgment and directive, (3)
acknowledges that the undersigned has been
advised and understands thatnon-
compliance with such policy and Finar
Judgment will result in dismissal, and' (4)
acknowledges that the undersigned has been
advised and understands that non-
compliance with the Final Judgment may also
result in convictionfor contempt of court and
imprisonment and/or fine";

(4] The holding of one or more meetings
with them to review the terms of this Final
Judgment and the obligations it imposes, with
such meetingi to be , arranged and conducted
so that each of them attends at least one such
meeting per year.

(B] For a period often (10] years from the
entry of this Final Judgment, each defendant
corpoation shall file with the Court and with
the plaintiff, on the anniversary date of this
Final Judgment, a sworn statement, bya
responsible official designated by the
defendant corporation to perform suck- duties,
and the person in charge of sales, setting
forth all steps it has taken during the
preceding year to discharge its obligations'
under this Section VI. This statement shall
be accompanied by copies of all. written
directives issued by the d6fendant
corporation during the prior year with respect
to compliance with the antitrust laws and
with this Final Judgment.

(C) The plaintiff may demand.and obtain a
more detailed statement of a defeidant
corptration's compliance with this Final
Judgment if plaintiff determines that such
defendant corporation's annual compliance
statement incompletely states the steps it has
taken to discharge its duties under this
SectIDn VII.

Vm
Nothing in this Final Judgment shal'

prohibit any defendant corporation:
(A] Fro& entering into or carrying out a

bona fide purchase or sale transaction

involving such defendant and any other
personengaged in the production and/or sale
of carcass beef, when such person is either
purchasing carcass beef on his own behalf or
acting as a'puichasing agent or group buying
representative on behalf of any third person;
or

(B) Commuinicating information to another
person engaged in the production and/or sale
of carcass beef in the course of, and related
to, negotiating for, entering into, or carrying
out a transaction as described in Section
VIII(A).

Ix ,
(A] For the purpose of determining or

securing compliance with this Final
judgment, any duly authorized representative
of the Depkrtment of Justice shall, on written.
request of the Attorney General or the
Assistant Attorney General in charge of the
Antitrust Division, and on reasonable notice-
to any defendant corporation made to its
principal office, be permitted, subject to any
legally recognized privileget

(1) Access during the office hours of such
defendant corporation to inspect and copy all
books, ledgers, accounts, correspondence.
memoranda, and other records, and
documents in the possession or under the
control of ich defendant corporation, who
may have counsel present, relating to any
matters. contained in the Final Judgment; and.

(2] Subject to reasonable convenience of
such defendant corporation and without
restraint or interference from it, to interview
any officers, directors, agents, partners or
employees of such defendant corporation,
any of whom may have counsel present,
regarding any such matters. -

(B) Each defendant corporation, upon the
written request of the Attorney General or
the Assistant Attorney General. in charge of
the Antitrust Division. shall submit such
reports in writing with respect to any of the
matters contained in this Final Judgment a&
may from time to time be requested, subject
to any legally recognized privilege.

No information obtained by the theans
provided in this Section IX shall be divulged
by any representative of the Departmentof
Justice to.any person other than a duly
authorized-representative of the Executive,
Branch of the-United States, except fin the,
course of legal proceedings to whfch the
United States is a party, or for the purpose of
securing compliance with this Final
Judgment, or as otherwise.required bylaw.

If at any time information or documents are
furnished by a defendant corporation to
plaintiff, such defendant corporation
represents andidentifies in writing the "
materiarin any such information or
documents *vhich is of a type described in
Rule 26(c)(7) of the Federal Rules of Civil

- Procedure, and said defendant corporation
marks each pertinent page of such material
"Subject to claim of protection under Rule
2'6c)7].ofthe Federal Rules of Civil
Procedure;" then lOdays notice shall' be
given byplaintiff to such defendant
corporation prior to divulging such. material
in any legal prbceeding (other than a Grand
Jury proceeding) to which the defendant
corporation is not a party.

x
Jurisdiction is retained for the purpose of

enabling any of the parties to this Final
Judgment to apply to this Court at any time
for such further orders and directions as may
be necessary or appropriate for the
construction or carrying out of this Final
Judgment or for the modification of any of the
provisions herein and for the enforcement of
compliance herewith and the punishment of
the violation of any of the provisions
contained herein. The duration of this decree
shall be ten (10) years from the date of entry
of the Final Judgment.
xl

Entry of this Final Judgment is In the public
interest.

Dated: this day of

United States District Judge.

Julian S. Greenspun, Irma Gonzalez Dirst'.
Crossan R. Andersen, Antitrust Division,
Department of Justice, 3101 Federal
Building, 300 North Los Angeles Street, Los
Angeles, California 9012, telephoner (213)
688-2515; Attorneys~for tie Plaintiff.

U.S. District Court, Central District of'
California
United States of America, Plaintiff, v. Acme

Meat Company; Bristol Foodg;
Incorporated, d.b.a. Gold Pak Meat
Company; Delta Meat Packing Company,,
Federal Meat Company Gam Packing
Company; Globe Packing Company; Great
Western Packing Company; Meat Packera,
Incorporated; O.K Meat Packing
Company QualityMeat Packing Company;
Serv-UMeat Packing Company; Shamrock
Meats, Incorporated, Union Packing
Company; and Ward Foods, Incorporated..
Defendants.

Civil'No. 78-4436-RMT (MX; Competitive
Impact Statement. Filed: October 22, 1079.
Pursuant to Section 2*) of the Antitrust

Procedures and Penalties Act, 15 US.C.
§ 16(b), the United States of America hereby
files this Competitive Impact Statement
relating to the proposed Final Judgment
submitted for entry n this civil antitrust
proceeding.

Nature and Purpose of the Proceeding
On August 13,1978, the United States filed

the complaint in this case, under Sections 1
and 4 of the Sherman Act, 15 U.S.C, I § 1 and
4. The complaint alleges that from at least
1965 to at least 1974, the defendants and
other conspirators engaged in a combination
and conspiracy, to fix, raise and stabilize the
selling price of carcass beef in the
metropolitan Los Angeles market area, in
violation of Section 1 of the Sherman Act.

The complaint rhquested the Court to find
that the defenda nts engaged in the unlawful
conspiracy alleged and to, enjoin Its
continuation and the exchange of carcass
beef price information among the defendant
meat packers.

The corporate defendants In this civil
action as well as several of their officers

T __ - I I " I
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were also indicted on April 3,1978 for the
same activity which is the basis for the
complaint in. this case. All of the corporate
and eight individual defendants plead nolo
contendere to a criminal violation of Section
1 of the Sherman Act before the Honorable
United States District Judge Malcom Lucas.
Ruben Krasn, Senior Executive of Globe
Packing Company, proceeded to jury trial on
the indictment and was convicted.

Entry of the proposed Final Judgment will
terminate this civil action as to all
defendants. The Court will retain jurisdiction
over the matter for any further proceedings
which might be required to interpret. modify,
or enforce the Judgment, or to punish
violations of any of the provisions of the
judgment.
II

Description of Practices Involved in the
Violation

The defendants are corporations engaged
in the meat packing business in Southern
California. They purchase cattle from feed
lots located in five western states, then
slaughter and dress the cattle into several
products. The carcass beef sold by the
defendants is beef which had been dressed
but not processed further into sub-cuts, such
as primal cuts, sub-primal iuts, and finished
meat products.

The defendant meat packers' primary
carcass beef customers are chain and
independent retail grocery stores, food
wholesalers, and government installations. In
1976, the defendants had total sales of $827
million, including approximately $277 million
in sales of carcass beef.

The price fixing activities alleged in the
complaint included weekly meetings between
officers of the defendant meat packers at.
which a uniform sale price of carcass beef for
the forthcoming week was discussed and
agreled upon. The meetings were held on
Wednesday mornings at the meat packers'
trade association office. There the
defendants' representatives discussed and
arrived at prices which they would bid that
afternoon to Safeway stores for Safeway's
weekly purchases of carcass beef. The fixed
price quoted to Safeway would often become
the price also quoted by the defendants to
other grocery chains and purchasers of
carcass beef. In addition to the Wednesday
meetings, the defendant packers occasionally
fixed prices in telephone conversations with
each other.

The complaint alleges that this conspiracy
had the-followina-effects: (a) price
competition in the sale of carcass beef in the
Los Angeles area has been restrained. (b) the
defendants' customers have been deprived of
the opportunity to purchase carcass beef in
an open and competitive market (c) prices
for carcass beef sold to customers of the
defendants in the Los Angeles area have
been artificially increased and stabilized.
and; (d) interstate commerce and trade in the
purchase and sale of beef has been adversely
restrained.:
,HI

Procedural History of Case
The.civil complaint in this case was filed

on August 13,1978. Negotiations towards a

consent decree Were commenced subsequent
to the termination of litigation in the criminal
case, in September of 1978. Meat Packers,
Inc., the defendant trade association, has
been officially dissolved and It Is expected
that it will be dismissed as a defendant,
without prejudice.

IV

Explanation of the Proposed Consent
judgment

The United States and the defendants have
agreed that a Final Judgment In the form
negotiated by the parties may be entered by
the Court at any time after compliance with
the Antitrust Procedures and Penalties Act
provided that the Plaintiff has not withdrawn
its consent. The stipulation provides that
there bas been no admission by any party
with respect to any issue of fact or law.
Under the provisions of Section 2(e) of the
Antitrust Procedures and Penalties Act. entry
of the Judgment Is conditional upon a
determination by the Court that It is in the
public interest.

A. Prohibited Conduct
The proposed Judgment prohibits the

defendants from entering into, or claiming
rights under, any agreement to fix, determine,
maintain, or stabilize prices or other terms or
conditions of sale of carcass beef to any third
person in violation of the Sherman Act. The
defendants are further prohibited from
communicating with another meat packing
company concerning the prices or terms and
conditions of sale of carcass beef which any
meat packing company is charging that day,
including unaccepted bids or offers as of that
date, or may charge in the future to any past
present, or prospective purchaser In the Los
Angeles Metropolitan area. Bond ide
purchases and sales of carcass beef between
a defendant and another meat packing
company would be excluded from this
restriction.

B. Scope of the Proposedludgment
The Final Judgment applies not only to the

defendant companies but also to their
directors, officers, agents, and those
employees who have pricing responsibility
for the sale of carcass beef, as well as to any
successors or assigns of the defendantL It also
applies to anyone participating with the
defendant in conduct prohibited by the
Judgment who receives actual notice of the
Judgment.

The duration of the Judgment Is 10 years. It
is applicable to sales of carcass beef
anyvhere within the Southern California
counties of San Bernardino, Riverside. Los
Angeles, Ventura and Santa Barbara. In
addition, the defendant is obligated for a
period of ten years to maintain a program to
insure compliance with the Judgment. The
defendant must distribute to their directors,
officers and those employees Involved In the
pricing of carcass beef. a copy of the
Judgment and these persons must
acknowledge In writing the receipt of the
Judgment. The defendants are also required
to submit an annual statement to these
persons that corporate policy absolutely
prohibits any violation of the antitrust laws
or of the Judgment and that the knowing

disregard of this policy will result in
termination of employment.

C Effect ofthe Proposedludgment on
Competition

The terms of the Judgment are designed to
Insure that the corporate defendant will act
completely Independently in determining the
prices, terms and conditions at which it sells
or offers to sell beef carcasses.

The Department of Justice believes that the
proposed Final Judgment adequately provides
for the prevention of a continuance or
reoccurrence of the violations of the antitrust-
laws charged in the complaint.The
Government. upon reasonable notice, is also
given access to the records and employees of
the defendant to monitor its compliance with
the provisions of the Judgment. In the
Department of Justice's view, disposition of
the lawsuit without further litigation is
j ppropriate in that the proposed Judgment
adequately provides the relief which the
Government sought in its complaint.

V

Alternatives to the Proposed Consent
Judgment

During the course of negotiating the
proposed Judgment. the Department initially
sought to obtain an additional injunctive
provision prohibiting the defendants from
agreeing to, or acting to, directly or indirectly
communicate about past, as well as present
or future, prices for carcass beef. Such a
prohibition would have precluded meat
packers from access to information about
past closed transactions and would have
expanded the scope of Paragraphs IV(B] and
V(A). The defendants, however, argued that
such Information may be necessary for the
meat packers adequately to gauge their future
financial conduct vis-a-vis sales of beef
products and their purchase price of cattle.
Also, precluding access to such information
may Impede the ability of the defendant firms
to buy and sell beef in a pro-competitive
manner by denying them knowledge of the
state of the market for beef. After some
consideration, the Department concluded that
permitting limited communications about
past transaction prices in this market should
not facilitate pricefixing. and that such relief
as to past price Information was not an
indispensable element of settlement in this
particular case. In any event the Judgment
prohibits any communications undertaken for
the purpose of stabilizing prices. Thus, the
proposed Judgment adequately provides the
relief that the Government sought in its
complaint without unduly interferring with
the competitive operation of the carcass beef
market

Another alternative to the proposed
Judgment is litigation of the case. In view of
the fact that the proposed Judgment
adequately provides the relief which the
Government sought in its complaint, the
Department of Justice therefore believes that
such litigation Is unnecessary against the
defendants.

VI

Remedies Available to Private Litigants
Section 4 of the Clayton Act (15 US.C.

§ 15). provides that-any person who has been
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injured as a result of conduct prohibited by
the antitrust laws may bring suit to recover
three times the damages suffered, as well as
costs and reasonable attorney fees. Entry of
the proposed Final Judgment in this
proceeding will neither impair nor assist the
bringing of any such private antitrust actions.
nor will Ithave any effect on pending actions.
Under the provisions of Section 5(aJ of the
Clayton Act (15,U.S.C. § 16(a)], this Final
Judgment has, no prima facie effectin any.
lawsuits. which might be brought-against
these defendants.

VII

Procedures Available for Modification-of the
Proposed fudgment

As provided by the Antitrust Procedures
and Penalties Act, any person believin& that
the proposed Judgment shouldbe modified
may submit written comments to Crossan R.
Anderson, Antitrust Division, United States
Department of Justice, 300 North Los Angeles
Street, Room 3101, Los Angeles, California,
90012, within the sixty day period provided
by the Act. These-comments and the
Department's responses to them will be filed
with the Court and published in the Federal.
Register. All comments will be given due
consideration by the Department of Justice,
which remains free to withdraw its consent
to the proposedJudgment at any time prior to
its entry If it should determine that some
modification, of iris necessary.

VIII

Oher Materiahs
No other materials anddocuments'of the

type described inSection:2(b) of the Antitrust
Procedures and.Penalties Act (15 U.S.C.
§ 16(b), were consideredin formulating this
proposed fudgment.

Dated: October 22,1979.
Respectfully submitted,
Julian. S. Greenspun,
Department ofJustice.
[FR Doec. 79-3354 Filed 11-1- 79; 8:45 amJ'

BILNG CODE 4410-01-M

DEPARTMENT OF LABOR

Bureau of Labor Statistics

Labor Research Advisory Council
Committees; Meetings and Agenda

The regular fallmeetings of
committees of the Labor Research
Advisory Council will be held on
December 4, 5, and 6 inRooin 4454,
General. Accounting Office Building, 441.
G Street NW.,, Washington, D.C.

The Labor Research Advisory Council
and its committees advise the Bureau of
Labor Statistics with respect to
technical matters associated with the
Bureau's programs. Membership
consists of union research directors and
staff members.

The schedule and agenda of the
meetings are as follows:

Tuesday, December 4
10:00 a.in.-Committee on Foreign Labor and
Trade
1. International hourly compensation

comparisons
2. International comparison of real gross

domestic product per employed person
based on United Nations International
CompariSon Project

Tuesday, December 4
1:30 p.m.-Committee on Productivity,
Technology and'Economic Growth
1. Status report on programs in Office of

Productivity and Technology
2.Economid Growth

(a) Fiscal 1979 publications
(b) Revisions in the BLS economir-growth

model
(c], Schedule for next set of projections

Wednesdby, December 5
9:30 a.m.-Committee onPrices and Living
Conditions
1. Family budgets
2. Recent interest in the housing component

of the ConsumerPrice Index
3. Outlet sample updating for the Consumer

Price Index
4. The Continuing ConsumerExpenditure

Survey
5. Developments in the revision of the

ProducerPrice Index

Wednesday, December5 /
1:30 p.m.-Committee on Wages and
Industrial Relations
1. Review of'work nprogress
2. Report on the work of the Subcommittee on

Long Range Planning
3.The Employment Cost Index-

Thursday Decamber 6
9:30 a.m.-Committee on Employment
Structure and Analysis
1. Status of Current Population Survey-

QuarterlyEarnings Data activity
2. Response to Report of National

Commission on Employment and
Unemployment Statistics :,

(a) Redesign of the Current Population
Survey -

(bJ Establishment surveyreview
(c) Treatment of the Census undercount

3. Preliminaryresults ofpilotstudes of job
vacancies

4.PreparationoE the CETA wage adjustment
area index

The meetings. are open.It is suggested
that persons planning to attend.as •

-observers contact Joseph P. Goldberg,:
Executive Secretary, Labor Research-
Advisory Council on (Area Code 202)
523-1247.

Signed atWashington, D.C. this 24th day of
October 1979.
JanetL. Norwood,.
Commissioner ofraborStatistic.
[FR 6C. 7S-14= Fed 11-1-79 845 a-1'

BILNG' CODE 4510-24-M.

O6cupatfonal Safety and Health
Administration.

Nevada State Standards; Approval
',1.Background. Part 1953 of Title 20,

Code of Federal Regulations prescribes
procedures under section 18' of the
Occupational Safety and Health Act of
1970 (hereinaftercalled theAct) by-
which the Regional Administrator for
Occupational Safety and Health
(hereinafter called the Regional
Administrator-OSHA) under a
delegation of authority from the
Assistant Secretary of Labor for
Occupational Safety and Health
(hereinafter called the Assistant
Secretary), (29 CFR 1953.4) will review
and approve standards promulgated
pursuant to a State plan which has been
approved in accordance with section
18(c) of the Act and 29 CFR Part 1902.
On January 4, 1974 notice was published
in the Federal Register (39 FM 1003) of
the approval of the Nevada plan, and the
adoption of Subpart W to Part 1952
containing the decision.

The Nevada plan provides for the,
adoption of Federal standards as State
standards by reference. The Nevada
State plan submitted on December 12,
1972 and designated as SubpartW sets
forth the State's schedule for the
adoption, of Federal standards. By letter
dated June 28,1979 from Alan R.
Traenkner to Ray Owen and
incorporated as part of the plan, the
State submitted State standards
identical to all revisions of 29 CFRPart
1910, 29 CFR Part 1926 and 29 CFR Part
1928,from July 28,1975 through March 1,
1979. These standards,, which are
contained in Department of
Occupational Safety & Health, Nevada
Industrial Commission Occupational
Safety and Health Standards, Safety
and Health Standards for Construction,
and Occupational Safety and Health
Standards, for Agriculture, were
promulgated by resolution adopted by
Department of Occupational Safety and
Health of the Nevada Industrial
Commission pursuant to Nevada
Occupational Safety and Health Act,
.2. Decision.. Having reviewed the

State submission in comparison with the
Federal standards, it has been
determined that the State standards are
identical to the Federal. standards: and
accordingly should be approved.

3. Location of supplement for
inspection and copying. A copy of the
standards supplement, along with the
approved plan, may be inspected and
copied during normal business hours at
the following locations: Office of the
Regional Administrator-OSHA 450
Golden Gate Avenue, Room 9470, San
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Francisco, California 94102; Director,
Department of Occupational Safety and
Health, 1923 N. Carson Street-Room
202, Carson City, Nevada 89701; and the
Office of the Directorate of Federal
.Compliance and State Programs, Room
N3101, 200 Constitution Avenue, N.W.,
Washington, D.C. 20210.

4. Public paoVcpiation. Under 29 CFR
1953.2(c], the Assistant Secretary may
prescribe alternative procedures to
expedite the review process or for other
food cause which may be consistent
with applicable laws. The Assistant
Secretary finds that good cause exists
for not publishing the supplement to the
Nevada State plan as a proposed change
and making the Regional
Administrator-OSHA's approval
effective upon publication for the
following reasons:

1. The standards are identical to the
Federal standards which were
promulgated in accordance with Federal
law including meeting requirements for
public participation.

2. The standards were adopted in
accordance with the procedural
requirements of State law and further
participation would be unnecessary.

This decision is effective November 2, 1979.
[(Se. -18, Pub. L91-596,84 StaL 1608(29
u.s.c. 667)].

Signed at San Francisco, California this
20th day of July 1979.
Gabriel J. Gillottil

egional Administrotor-OSHA
[FR Doc. 79-401 Filed 11-1-79; &45 am]
BILLNG COOE 4510-26-

Office of the Secretary

Air Baby, Inc., et al.; Investigations
Regarding Certifications of Eligibility
To Apply for Worker Adjustment
Assistance

Petitions have been filed with the
Secretary of Labor under section 221(a)
of the Trade Act of 1974 ("the Act") and
are identified in the Appendix to thib
notice. Upoh receipt of these petitions,
the Director of the Office of Trade
Adjustment Assistance, Bureau of
nternational Labor Affairs, has

instituted investigations pursuant to
section 221(a) of the Act and 29 CFR
90.12.

The purpose of each of the
investigations is to determine whether
absolute or relative increases of imports
of articles like or directly competitive
with articles produced by the workers'
firm or an appropriate subdivision
thereof have contributed importantly to
an absolute decline in sales or
production, or both, of such firm or
subdivision and to the actual or
threatened total or partial separation of
a significant number or proportion of the
workers of such firmn or subdivision.

Petitioners meeting these eligibility
requirements will be certified as eligible
to apply for adjustment assistance under
Title II. Chapter 2. of the Act in
accordance with the provisions of
Subpart B of 29 CFR Part 90. The
investigations will further relate, as
appropriate, to the determination of the
date on which total or partial
separations began or threatened to
begin and the subdivision of the firm
involved.

Pursuant to 29 CFR 90.13. the
petitioners or any other persons showing
a substantial interest in the subject
matter of the investigations may request
a public hearing, provided such request
is filed in writing with the Director,
Office of Trade Adjustment Assistance,
at the address shown below, not later
than November 13,1979.

Interested persons are invited to
submit written comments regarding the
subject matter of the investigations to
the Director, Office of Trade Adjustment
Assistance, at the address shown below,
not later than November 13,1979.

The petitions filed in this case are
available for inspection at the Office of
the Director. Office of Trade Adjustment
Assistance, Bureau of International
Labor Affairs, U.S. Department of Labor,
200 Constitution Avenue NW.,
Washington. D.C. 20210.

Signed at Washington. D.C. this S0th day of
October 1979.
Harold A. Bratt,
Acting Director, Office of Trade Adjustment
Assistance.-

Appencix

Petitioner Union/workers or Location Data Date of Pekin Arb:fes produced
former workers of- recssd peton No.

Air Baby. Inc. (company) Norwale N__J 1012279 10115M7 TA-W-6,21 Gkrves and mi and skppers for roan. wornul and
drmU5

Bethlehem Steel Corp. San Frinsco Works San Francisco, Caf... 10/22r9 101179 TA-W-,2= Caton steel pr s
(USWA).

Champi BLkf Products (International McodCalf 10123n79 10116M TA-W-O= MirArwi krLbw.
Woodworkers Union).

Creations by Kenscott Inc. (workers) .- _ New York, N.Y 10118179 10111/79 TA-W-6234 L"s and rr's al her garment.

Fashion Rite Corp. (workers) Neptune. N.J 10/23179 1015/79 TA-W-.2 5 OM&*ens ct.e..,mear.
.The KLW. Gossard Company VLGWU) . Logansport nd. - 10/24179 10/11F79 TA-W-.236 Gsie
Henry Fredricks & Co., inc New York. N.Y_______ 10124179 10/1/79 TA-W-6.297 L&dWS" coa% ra'=Y.. aod sporfwe.
International Shoe Company (ACTWU-Shoe BateMifle. A 10124/79 10/1579 TA-W,-6,238 Mes drsc StVA

ODMison).
Kimbedy Clark Corp. (workers) Moute Shasta. Caf. 102379 1016172 TA-W-6.29 Lumcber.
Kinbeldy Clark Corp. (workers) - Anderson. Calfi 1023/79 1011679 TA-W-6..3CO Lxrbr.
Mackel Corp. (UMWA) Logan. Va 10/2479 10112179 TA-W-6..OI Ccnstnxti and.ff t.renance of rt*/rg eqir~mer
Seth Thomas (workers) Jersey City. NJ 1012479 10/1879 TA-W-m.()2 Deco a , deck.
Skyland Vrginia Corp. (workers) - ChMow-, Va 10124/79 10O979 TA-W-6303 Cl dsns leans ort skrts t. craler and .txp

Stephens-Keler Macine Co. (USWA) - Chetyan. W. Va 1023179 10/9/79 TA-W-6. 04 Bald ad cosatict nrrAms and varied r ral parts
for cowl rwie.qifpner-rchinay.

Textile Printing and Fnishing Co. (ACTWU) - Lebanon. P a, 10/23179 10151/79 TAW-6W- 5 Crac prinut of fabrics.
Weyenberg Shoe Manufacturing Company Beaver Dam, W - 10124f79 1011.79 TA-W.6..i Maens stes.

(Boot & Shoe Workers Union-UFCW).
Weyenberg Shoe Manufacturing Company Mlaukee. Wis 10/24179 10/15179 TA-W-6,307 Corxmt Shoe parts ftr men's ses.

(Boot & Shoe Workers Union--UFCW).

[FR Doc. 79-34026 Filed 11-1-79; 8:45 am]

BILLING CODE 4510-28-M
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[TA-W-6110]

Alpha Metals, Jersey City, N.J.;
Termination of Investigation

Pursuant to section 221 of the Trade
Act of 1974, an investigation was
initiated on September 27,1979 in
response to a worker petition received'
on September 24, 1979 which was filed
by the International Brotherhood of
Teamsters Local 945 on behalf of
workers and former workers producing
solder, flux, and goldplating at Alpha
Metals, Jersey City, New Jersey.

The business agent for Teamsters
Local 945 requested withdrawal of the
petition regarding Alpha Metals. On the
basis of this request, continuing the
invbstigation would serve on purpose.
Consequently, the investigation has
been terminated.

Signed Washington, D.C.-this 25th day of
October 1979.

Marvin M. Fooks;
Director, Office of Trade Adjustment
A&slstonce.
1FR Doc. 794025 Fled 11-1-79; 8:45 am]
BILLING CODE 4510-28-M

(TA-W-5972]

Auerbach & Co., d.b.a. La Jolla
Sportswear Co., Los Angeles, Calif.;Certification Regarding Eligibility to

Apply for Worker Adjustment
Assistance

In accordance with section 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the
Department of Labor herein presents the

* results of an investigation regarding
certification of eligibility to-apply for
worker adjustment assistance. .. :

In. order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance, each of the group eligibility
requirements of Section 222 of-the Act
must be met.

The investigation was initiated on
- September 6, 1979 in responde to a "
worker petition received on'September
4, 1979 which was filed on behalf of
workers and former works producing
men'sclothing; separate slacks, shirts,
jackets and suits at Auerbach and
Company, DBA La Jolla Sportswear

* Company, Los Angeles, California. The

investigation revealed that the plant
produces primarily men's slacks. It is
concluded that all of the requirements
have been met.

U.S,imports of men's and boys' dress
and sport trousers and shorts increased

,absolutely and relative to domestic
production in 1978 compared to 1977,

In a survey conducted by the
Department of Commerce, customers
accounting for a significant proportion
of the sales decline at Auerbach and
Company indicated that they had
decreased purchases of men's slacks
from Auerbach and had increased
purchases of imported men's slacks in
1978 compared to 1977 and in 1977
compared to 1976. The Department of
Commerce on June 8, 1979 certified
Auerbach and Company as eligible to
apply for firm adjustment assistance.

Conclusion
After careful review of the facts

obtained in the investigation, Iconclude
that increases of imports of articles like
or directly competitive with men's
-slacks produced at Auerbach and
'Company, DBA La Jolla Sportswear
Company, Los Angeles, California
contributed importantly to the decline in
sales or production and to the total 6g
partial separation of workers of that
firm. In accordance with the provisions
of the Act, I make the following,
cdrtification:

All workers of Auerbach and Company,
DBA La Jolla Sportswear Company, Los
Angeles, California who became totally or
partially separated from Employment on or
after August 29,1978 ate eligible to apply for
adjustment assistance under Title IL Chapter
2 of the Trade Act of 1974.

Signed'at Washington. D.C. this 26th day
Octobei 1979.
Harry J. Gilman,
Supervisory Intenmational Economist, Office
of Foreign Economic Research,
[FR Doe. 79-34027 Filed 11-79 &45 adil
BILLING CODE 4510-2"

Avtex Fibers, Inc., et al; investigations
Regarding Certifications of Eligibility
To. Apply for Worker Adjustment
Assistance

Petitions have been filed with the
. Secretary of Labor under section 221(a)'

of the Trade Act of 1974 ("the Act") and
are identified in the Appendix to this,

notice. Upon receipt of these petitions,
the Director of the Office.of Trade
Adjustment Assistance, Bureau of
International Labor Affairs, has
instituted investigations pursuant to
section 221(a) of the.Act and 29 CFR
90.12.

The purpose of each of the
investigations is to determine whether
absolute or relative increases of imports
of articles like or directly competitive
with articles produced by the workers'
firm or an appropriate subdivision
thereof have contributed importantly to
an absolute decline in sales or
production, or both, of such firm or
subdivision and to the actual or
threatened total or partial separation of
a significant number of proportion of the
workers of such firm or subdivision,

Petitioners meeting these eligibility
requirements will be certified as eligible
to apply for adjustment assistance under
Title II, Chapter 2, of the Act in
accordance with the provisions of
Subpart B of 29 CFR Part 90. The
investigations will further relate, as
appropriate, to the determination of the
date on which total or partial
separations began or threatened to
begin and the subdivision of the firm
involved.

Pursuant to 29 CFR 90.13, the
petitioners or any other persons showing
a substantial interest in the subject
matter of the investigations may request
a public hearing, provided such request
is filed in writing with the Director,
Office of Trade'Adjustment Assistance,
at the address shown below, not later
than November 13,1979.

Interested persons are invited to
submit written comments regarding the
subject matter of the investigations to
the Director, Office of Trade Adjustment
Assistance, at the address shown below,
not later than November 13,1979,

The petitions filed in this case are
available for inspection at the Office of
the Director, Office of Trade Adjustment
Assistance, Bureau of International
Labor Affairs, U.S. Department of Labor,
200 Constitution Avenue, NW.,
Washington, D.C. 20210.

Signed at Washington, D.C. this 25th day of
October 1979.
Marvin M. Fooks,
Director, Office of Trade Adjustment
Assistance
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Appendix

Pebtionec Union/workers or Location Date Date c4 'e4x Ale. prcded
former workers of- rooeved pebion HM

Avtex Fibers, inc. (Workers) , Radford, Va 10123/79 10117179 TA-W.27 Tcxtsrcd pcj'-ce.m
Baros Coat& Suit Corp. (workers) B KN.Y .... 1 g70 10115179 TA-W-6.268 Cccra t r of IaE"e ccats %t. car caas, lacts, ard

qui:ed coal.
Boby's Casuals ULGWU) Bridgeport, Conn. 10123179 10117f79 TA-W-_.2C Weim'nfs reases.
Marcie Foundaons (LGWU) Aiborito. P.R_ 1013179 9I1.6179 TA-W-6,T 2 na m and WS.
Seaside Blouse Manufacturing corporation Bridgeport. Comn 10123179 101717/79 TA-W-6.271 Wrs - kn'sb,'es.

OLGWU).
Torringlon Company Excelsor Plant (UAW) - Torringlon Cor - 91251n9 9118179 TA-W-6272 &.Wrg; r c are -eae. .

[FR Dec. 79-34028 Filed 11-1-79. &5 am]
BILNG CODE 4510-28-M

[TA-W-6050] -

Cherokee Mining Co., Logan, W. Va4
Investigation Regarding Certification
of Eligibility To Apply for Worker
Adjustment Assistance; Correction

In FR Doc. 79-30233 appearing on
page 56059-60 in the Federal Register of
September 28, 1979,.the date of petition
in the Appendix under petitioner
Cherokee Mining Company, Logan,
West Virginia should be corrected to
read "September 10, 1979."

Signed at Washington, D.C. this 26th day of
October 1979.
Marvin M. Fooks,
Director, Office of Trade Adjustment
Assistance.
[FR Doc. 79-34029 Filed 11-1-79; 45 am]

BILUNG CODE 4510-28-

[TA-W-6054]-
Copewell Paper Products, Inc.,
Brooklyn, N.Y.; Negative Determination
Regarding Eligibility To Apply for
Worker Adjustment Assistance

In accordance with section 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the
Department of Labor herein presents the
results of an investigation regarding
certification of eligibility to apply for
worker adjustment assistance.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of section 222 of the Act
must be met.

The investigation was inititated on
September 19,1979 in response to a
worker petition received on September
10,1979 which was filed on behalf of
workers and former workers selling
scrap paper at Copewell Paper Products,
Inc., Brooklyn, New York. The
investigation revealed that Copewell
Paper Products, Inc. is engaged in
providing the service of distributing
paper products and packing supplies.

Thus, workers of Copewell Paper
Products, Inc. do not produce an article
within the meaning of section 223(3) of
the Act. Therefore, they may be certified

only if their separation was caused
importantly by a reduced demand for
their services from a parent firm, a firm
otherwise related to Copewell Paper
Products, Inc. by ownership, or a firm
related by control In any case, the
reduction in demand for services must
originate at a production facility whose
workers independently meet the
statutory criteria for certification and
that reduction must directly relate to the
product impacted by imports.

Copewell Paper Products, Inc. and its
customers have no controlling interest in
one another. The subject firm is not
corporately affiliated with any other
company.

All workers engaged in distributing
paper products and packing supplies at
Copewell Paper Products, Inc. are
employed by that firni. All personnel
actions and payroll transactions are
controlled by Copewell Paper Products,
Inc. All employee benefits are provided
and maintained by Copewell Paper
Products, Inc. Workers are not, at any
time, under employment or supervision
by customers of Copewell Paper
Products, Inc. Thus, Copewell Paper
Products, Inc., and not any of its
customers, must be considered to be the
"workers' firm".

Conclusion

After careful review, I determine that
all workers of Copewell Paper Products,
Inc., Brooklyn, New York are denied
eligibility to apply for adjustment
assistance under Title II, Chapter 2 of
the Trade Act of 1974.

Signed at Washington, D.C. this 126th day of
October1979.
Harry J. Gilman,
Supervisory International Economist, Office
of Foreign Economic Research.
[FR Dac.7,9-490QFide411-1-7n t45 a.n]

BILLING CODE 4510-2-U

[TA-W-6122]

Detroit Steel Products, Detroit, Mich.;
Certification Regarding Eligibility To
Apply for Worker Adjustment
Assistance

In accordance with section 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the

Department of Labor herein presents the
results of an investigation regarding
certification of eligibility to apply for
worker adjustment assistance.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance, each of the group eligibility
requirements of Section 222 of the Act
must be met.

The investigation was initiated on
October 1, 1979 in response to a worker
petition received on September 26,1979
which was filed on behalf of workers
and former workers producing multi-leaf
springs at the Detroit, Michigan plant of
Detroit Steel Products. It is concluded
that all of the requirements have been
met.

U.S. imports of leaf springs increased
absolutely and relative to domestic
production from 1977to 1978 and
increased absolutely during the first
quarter of 1979 compared to the same
period of 1978.

A Department survey with the major
customer of the Detroit plant revealed
that this customer decreased purchases
of multi-leaf springs from Detroit Steel
and increased purchases from foreign
sources during the period January-
September 1979 compared to the same
period of 1978. Decreased purchases by
this customer during 1979 account for
virtually all of the sales decline at the
Detroit plant during 1979.

Conclusion
After careful reviewr of the facts

obtained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with multi-leaf
springs produced at the Detroit.
Michigan plant of Detroit Steel Products
contributed importantly to the decline in
sales or production and to the total or
partial separation of workers of that
firm. In accordance with the provisions
of the Act, I make the following
certification:

All workers of the Detroit, Michigan plant
of Detroit Steel Products who became totally
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or partially separated from employment on or
after June 1,1979 are eligible to apply for
adjustment assistance under Title II,-Chapter
2 of the Trade Act of 1974.

Signed at Washington, D.C. this-29th day of
October 1979.
James F. Taylor, -

Director, Offic of Management,
Administration andplanning.
IFR Doc. 79-34031 Filed 11-1-R &45 am]

BILLING ,CODE 4510-28-4 .

(TA-W-59031

G & M Metal Fabricating Corp.,
Brooklyn, N.Y.; Negative Determination
Regarding Eligibility To Apply for
Worker Adjustment Assistance

-In accordance with section 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the
Department of Labor herein presents the
results of an investigation regarding
certification of eligibility-to apply for
worker adjustment assistance.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of section 222 of the Act
must be met. -

'The investigation was initiated on
August 27, 1979 in response to a worker
petition received on August 21, 1979
which was filed by the Industrial Union,
of Marine & Shipbuilding Workers of
America on behalf of workers and
former workers of G & M Metal
Fabricating Corporation, Brooklyn, New
York, engaged in ventilation sheet metal
work. In the following determination,
without regard to whether any of the
criteria have been met, the following
criterion has not been met:

That increases of imports of articles-like or
directly competitive with articles produced
by the firm or appropriate subdivision have
contributed importantly to the separations, or
threat thereof, and to the absolute decline in
sales or production.

Results of a U.S. Department of Labor
survey indicated that G & M Metal.
Fabricating Corporation did not lose any
sales to its sole customer because of
increased competitive imports. This
customer did not purchase imports of
ventilation ducts or smokestacks during.
the period under investigation.

Conclusion

After careful review, I determine that
all workers of G & M Metal Fabricating
Corporation, Brooklyn, New York, are
denied eligibility to apply for adjustment
assistance under Title II, Chapter 2 of
the Trade Act of 1974.

Signed at Washington, D.C., -this26th day
of October 1979.
Harty J.Gilma z, ,
Supervisory InternationalEconomisOffice -

of Foreign EconomicResearchi.
' [FR Doc. 79-34032 Filed 11-1-79; 8:45 a]

BILLING CODE 4510-23-0

[TA-W-5907]

H. W. Ramberg, Inc., Brooklyn, N.Y.;-,
Negative -Determination Regarding
Eligibility To Apply for Worker
Adjustment Assistance

In accordance with section 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the
Department of Labor herein presents. the
results of an investigation regarding
certification of eligibility to apply for
Worker adjustment assistance.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of section 222:of the Act
must be met. -

The investigation was initiated on"
August 27, 1979, in response to a worker
petition received on August 21,1979,
which was filed by the Industrial Unioh
of-Marine & Shipbuilding Workers of
America on behalf ofworkers and
former workers of H. W. Ramberg,
Brooklyn, New York, engaged in
machine work. The investigation
revealed that the legal title of the firm is
H. W. Ramberg, Incorporated and that,
the subject firm produces clamshell
buckets to supplement the machine
work operations. The intent of the
petitioners was to cover only those
aspects of H. W. Ramberg,
Incorporated's operations associated
with machine work performed for ship
repairers. Thus, the scope of this
investigation is limited to these machine
work operations.-

H. W. Ramberg, Incorporated is
engaged in providing the service of
machine work.

Thus, workers of H. W. Ramberg,
Incorporated do not produce an article
within the meaning of section 222(3) of
the Act. Therefore, theymay be certified
only if their separation was caused
importantly by a reduded demand for
their services from a-parent firm, a firm
otherwise related to H. W. Ramberg,
Incorporated by ownership, or a firm
related by control. In any case, the
reduction in demand for services must
originate at a production facility whose
workers independently meet the -
statutory criteria for certification and'
that reduction must directly relate to the'
product impacted by imports. ,

H. W. Ramberg, Incorporated and its
customers have no controlling interest in

one another, The subject firm Is not
corporately affiliated with any other
company. No firm with which the
subject firm shares common ownership
produces an article.

.All workers engaged in machine work •
at H. W. Ramberg, Incorporated are
employed by that firm. All personnel
actions and payroll transactions aro
controlled by H. W. Ramberg,
Incorporated. All employee benefits are
provided and maintained by H, W,
Ramberg, Incorporated. Workers are
not, at any time, under employment or
supervision by customers of H. W.
Ramberg, Incorporated. Thus, H. W,
Ramberg, Incorporated, and not any of
its customers, must be considered to be
the "workers' firm".

Conclusion
After careful review, I determlno that

workers engaged in machine work at 1-.
W. Ramberg, Incorporated, Brooklyn,'
New York are denied eligibility to apply
for adjustment assistance under Title II,
Chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C. this 20th day of
October 1979.
Harry J.'Gilman,
Supervisory International Economist, Office
of Foreign Economic Research,
[FR Doc. 79-34033 Fled 11-1-79; 8:45 aml

BILLING CODE 4510-2--M

[TA-W-6056]

Holiday Fashions, Hoboken, N.J.;
Certification Regarding Eligibility To
Apply for Worker Adjustment
Assistance

In accordance with section 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the
Department of Labor herein presents the
results of ari investigation regarding
certification of eligibility to apply for
worker adjustment assistance.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance, each of the group eligibility
requirements of Section 222 of the Act
must be met.

The investigation was initiated on
September 19,1979 in response to a
worker petition received on Soptember
14, 1979 which was filed on behalf of
workers and former workers producing
women's coats at Holiday Fashions,
Hoboken, New Jersey. It Is concluded
that all of the requirements have boen
met.

Imports of women's, misses' and
children's coats and jackets increased in
1978 compared to 1977.

A Department survey of the
manufacturer for whom Holiday
Fashions performed contract work
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indicated that the manufacturer
decreased its business with Holiday
Fashions in 1978 compared to 1977 and
increased its purchases of imported
coats during this period.

Conclusion

After careful review of the facts
obtained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with women's
coats produced at Holiday Fashions,
Hoboken, New Jersey contributed
importantly to the decline in sales or
production and to the total or partial
separation of workers of that firm. In
accordance with the provisions of the
Act I make the following certification:

All workers of Holiday Fashions, Hoboken,
New Jersey who became totally or partially
separated from employment on or after
August 28,1978 and before April 20,1979 are
eligible to apply for adjustment assistance
under Title H, Chapter 2 of the Trade Act of
1974. All workers who were separated on or
after April 20,1979 are denied eligibility to
apply for adjustment assistance.

Singed at Washington. D.C. this 29th day of
October 1979.
James F. Taylor,
Director, Office of Aanogement;
Administration andPlanning.
[RDoC. 79-4034 Filed 11-1-7% 8:45 am]
SILUNG CODE 4510-2-1

[TA-W-5562]

LB. Evans' Son Co., Wakefield, Mass.;
Revised Determination on
Reconsideration

On Octobei 10,1979, (44 FR 59681], the
Department of Labor granted
administrative reconsideration of the
Negative Determination Regarding
Eligibility to Apply for Worker
Adjuitment Assistance which it had
made on August 24, 1979, (44 FR 49809)
pursuant to section 223 of the Trade Act
of 1974 for all workers at the Wakefield,
Massachusetts, plant of the L.B. Evans'
Son Company.

In its reconsideration, the Department
reviewed its file.on the LB. Evans' Son
Company. The review and additional
customer inquiries conducted by the
Department revealed that the
Department's use of a broad category of
slippers may have masked increased
imports of men's slippers. The
Department's use of an ITC survey
which focused on the kinds of men's
slippers produced at the L.B. Evans' Son
Company revealedhin creased imports.
The review of the customer survey
revealed that it did not show the true

picture of import competition because of
the seasonality of men's slipper sales.

Men's slipper production which
accounted for nearly 90 percent of LB.
Evans' Son production in 1979 decreased
in the first nine months of 1979
compared to the same period in 1978.
Employment decreased in the first nine
months of 1979 compared to the same
period in 1978.

U.S. imports of men's slippers
increased from 2,249,000 pairs in 1977 to
3,000,000 pairs in 1978. The ratio of
imports to domestic production was
over 100 percent in both 1977 and 1978.

The Department's further survey of
L.B. Evans' Son's customers indicated
that several customers decreased their
purchases of men's slippers from the
subject firm and increased their imports
of men's slippers in 1978 and 1979.
Conclusion *

Based on additional evidence, a
review of the entire record and in
accordance with the provisions of the
Act I make the following revised
determination:

All workers at the Wakefield.
Massachusetts, plant of the LB. Evans' Son
Company who became totally or partially
separated from employment on or after May
14.1979, are eligible to apply for adjustment
assistance under Title IL Chapter 2 of the
Trade Act of 1974.

Signed at Washington. D.C., this 29th day
of October 1979.
James F. Taylor,
Director, Office of ManaSement,
Administration andPlnning.

FR Do. 79- Filed 11--79. &-4S aml
BSLLING CODE 4510-28-M

[TA-W-5918 and TA-W-5939]

Linden Products Co., Linden, Tenn.;
and Lexington Metal Products Co.,
Lexington, Tenn.; Negative
Determinations Regarding Eligibility
To Apply for Worker Adjustment
Assistance

In accordance with section 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the
Department of Labor herein presents the
results of the investigations regarding
certification of eligibility to apply for
worker adjustment assistance. *

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met.

An investigation was initiated on
August 27, 1979 in response to a worker
petition received on August 23,1979
which was filed on behalf of workers

and former workers producing auto
parts at Linden Products Company,
Linden, Tennessee (TA-W--5918). The
investigation revealed that Linden
Products Company produces original
equipment automotive body hardware
stamping assemblies.

An investigation was initiated on
August 30,1979 in response to a worker
petition received on August 27,1979
which was filed on behalf of workers
and former workers producing auto
parts, Chrysler locks, AMC regulators
and Chrysler seat reclinets at Lexington
Metal Products Company, Lexington.
Tennessee (TA-W-5939]. The
investigation revealed that Lexington
Metal Products Company produces
original automotive equipment body-
hardware stamping assemblies. In the
following determinations, without
regard to whether any of the other
criteria have been met, the following
criterion has not been met:

That increases of imports of articles like or
directly competitive with articles produced
by the firm or appropriate subdivision have
contributed importantly to the separations, or
threat thereof, and to the absolute decline in
sales or production.

Industry sources indicate that U.S.
imports of automotive body stamping
assemblies are negligible.

Petitioners allege that increased -
imports of automobiles have caused
decreases in production and
employment at Linden Products
Company, Linden, Tennessee and at
Lexington Metal Products Company,
Lexington. Tennessee. Although
imported automobiles incorporate body
hardware stamping assemblies of the
same origin, imports of the whole
product are not "like or directly
competitive" with their component
parts.

Imports of automotive body stamping
assemblies must be considered in
determining import injury to workers
producing automotive body hardware'
stamping assemblies at Linden Products
Company, Linden. Tennessee and at
Lexington Metal Products Company,

'.Lexington, Tennessee.

Conclusion

After careful review, I determine that
all workers of Linden Products
Company, Linden, Tennessee and all
workers of Lexington Metal Products
Company, Lexington. Tennessee are
denied eligibility to apply for adjustment
assistance under Title H, Chapter Z of
the Trade Act of 1974.

I
63169



63170 Federal Register I Vol. 44, 4No. 214 / Friday, November 2, 1979 / Notices

I Signed at Washington, D.C. this 26th day of
October 1979.
Harry 1.-Gilman,
Supervisory Interational Economist, Office
of Foreign Econbmic Research.
[FR ooc,'-34036 Fedi-1-7; 8:45 em]
BILLING CODE 4510-28-1

[TA-W-4247]

Mohawk Rubber Co., Memphis, Tenn.; -
Certification Regarding Eligibility To
Apply for Worker Adjustment
Assistance

In accordance with section 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the
Department of Labor herein presents the
results of an investigation regarding
certification of eligibility to apply for
worker adjustment assistance.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance, each of -the group eligibility
requirements of Section 222 of the Act
must be met.

The investigation was initiated on
October 23,1979 in response to a worker
petition received on October 18,1979
which was filed on behalf of workers
and former workers warehousing and
distributing passenger car tires and
truck tires at the Memphis, Tennessee
plant of the Mohawk Rubber Company.
It is concluded that all of the
requirements have been met.I U.S. imports of both passenger car
tires and truck tires increased
,absolutely and relative to domestic
production in the first half of 1979
compared with the first half of 1978.

The Memphis, Tennessee plant of the
Mohawk Rubber Company serves
primarily as the warehousingf
distribution facility for the tire output
from the company's West Helena,
Arkansas production facility. In
previous determinations (TA-W-4447
and 4483, issued January 26, 1979), all
workers at both the West Helena,
Arkansas and Akron, Ohio plants of the
Mohawk Rubber Company were
certified as eligible to apply for
adjustment assistance. The Akron, Ohio
plant was shutdown permanently in
November of 1978 and the-West Helen,.
Arkansas plant closed down operations
in June of 1979. Layoffs at the Memphis,
Tennessee Warehouse began in May of'
1979 and resulted directly from 'the
shutdown of the West Helena, Arkansas
plant.

Conclusion
After careful review of the facts L.

obtained in the investigation, I conclude-
that increases of imports of articles like

[TA-W-59401

Philtron Corp., Whitman, Mass.;
Determinations Regarding Eligibility
To Apply for WorkerAdjustment
Assistance

In accordance with section 223 of the
Trade Act of 1974 fi9 U.S.C. 2273) the
Department of Labor herein presents the
results of an investigation regarding
certification of eligibility to apply for
worker adjustment assistance.

In order to make an affirmative
determination andissue a certification
of eligibility to apply for adjustment
assistance each of the group'eigibility
requirements of Section 222 of the Act
must be met.

The investigation was initiated on
August 30, 1979 in response to a wdrker
petition received on August 27, 1979
which was filed on behalf of workers'
and former workers producing lighting
fixtures and woodproducts at the *
Whitman, Massachusetts plant of the
Philtron Corporation. In the following
determination, withoutregard to
whether any of the other criteria have
been met for workers producing lighting
fixtures, the following criterion has not
beenmet:

That increases of imports of articles like or
directly competitive with articles produced

-by the firm or appropriate subdivision have
contributed importantly to the separations, or

,threat thereof, and to the absolute declif'in>
sales or productiof.

The Department 6onducted a survey
of the lighting fixture customers of the'
Philtron Corporation. The"survey did rot
reveal any lost sales on the part of the' '

or directly competitive withpassenger
car.tires and truck tires warehoused at
the Memphis, Tennessee plant of the -
Mohawk Rubber Company contributed
importantly to The decline in sales or
production and-to the total or partial'
separation of workers of that firm.In
accordance with the provisions of the
Act, I make the following certificatibn:

All workers at the Memphis, Tennessee
plant of the Mohawk Rubber Company who
became totally or partially separated from
employment on or after May 21,1979 are
eligible to apply for adjustment assistance
underTile 1, Chapter 2 of the Trade Act of
'1974.

Signed at Washington, D.C. this 29th day of
October 1979.
James F. Taylor, -
Director, Office of Management,
AdministrationoandPanning. •
[FR Doec. 79-34037 Filed 11-1-79;&,45 am]

BILUNG CODE 4510-28-M

Philtron Corporation to foreign
manufacturers of residential lighting
fixtures.

For workers producing wood products
all of the criteria have been met,

The wood products produced by the
Philtron Corporation were used as
components in the production of
residential lighting fixtures, There is no
separate import classification for wood
components of lighting fixtures. Imports
are included in the broader import
category, "'non-brass lighting fixture
components". Imports of non-brass
lighting fixture components increased 'i
the first half of 1979 compared to the like

,1978 period. N
The Department conducted a survey

of the customers of wood components of
the Philtron Corporation. The survey
revealed that the customers of wood
components reduced purchases from the
Philtron Corporation and increased
purchases from foreign producers, The
Philtron Corporation was dissolved on
August 27,1979.

Conclusion
After careful review of the facts

obtained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with the wood,
products produced at the Philtron
Corporation contributed importantly to
the decline in sales or production and to
the total or partial separation of workers
engaged in employment related to the
production of wood products at the firm.
In accordance with -the provisions of the
Act, I make the following certification:

All workers of the Philtron Corporation In
Whitman, Massachusetts engaged in
employment related to the production of
wood products who became totally or
partially separated from employment on or
after June 1,1979 are eligibile to apply for
adjustment assistance under Title Ii, Chbpter
2 of the Trade Act of 1974.

Signed at Washington, D.C. this 26th day of
October 1979.
C. Michael Aho,
Director, Office of Foreign Economic
Research.
[FRfDe.7-34038 Filed 0.--7n .45 am]
BILLING CODE 4510-25-U

[TA-W-5955]

Richeraft Textile Corp., Easton, Pa.;
Negative Determination Regarding
Eligibility To Apply for Worker
Adjustment Assistance I

In accordance with section 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the
Department of Labor herein presents the
results of an investigation regarding
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certification of eligibility to apply for
worker adjustment assistance.

In order to make an affirmative
determination and issue a certification
.of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of section 222 of the Act
must be met.

The investigation was initiated'on
September 4, 1979 in response to a
worker petition received on August 27,
1979 which was filed by the
Amalgamated Clothing and Textile
Workers' Union on behalf of workers
and former workers producing textile
fabrics at Richcraft Textile Corporation,
Easton, Pennsylvania. The investigation
revealed that the company also
maintained an office in New York City.
In the following determinations, without
regard to whether any of the other
criteria have been met, the following
criterion has not been met:

That increases of imports of articles like or
directly competitive with articles produced
by the firm or appropriate subdivision have
contributed importantly to the separations, or
threat thereof, and to the absolute decline in
sales or production.

Imports of finished fabric increased
absolutely and relative to domestic
production in 1978 compared with 1977
and decreased absolutely in the first
half of 1979 compared with the like
period in the previous year. Imported
finished fabric represents a very small
portion ;f the domestic market for that
product. The ratio of imports to
domestic production of finished fabric
has not exceeded two percent in the
period 1974-1978.

A Department survey revealed that
customers of Richcraft Textile
Corporation did not reduce their
purchases of finished fabric from the
firm in favor of foreign suppliers.
Richcraft Textile's customers reported
that they do not purchase any imported
fabric.

Conclusion

After careful review, I determine that
all workers of Richcraft Textile
Corporation, Easton, Pennsylvania are
denied eligibility to apply for adjustment
assistance under Title II, Chapter 2 of
the Trade Act of 1974.

Signed at Washington, D.C. this 26th day of
October 1979.
Harry J. Gilman,
Supervisory International Economis Office
bf Foreign EconomicResearch.
[FR Dor. 79-34039 Filed 11-1-79; 8:45 amj

BILLING CODE 4510-2"

ETA-W-6156]

Robertson & Associates (Ala.), Inc.,
Fablus Mine, Fabius, Ala4 Negative
Determination Regarding Eligibility To
Apply for Worker Adjustment
Assistance

In accordance with section 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the
Department of Labor herein presents the
results of an investigation regarding
certification of eligibility to apply for
worker adjustment assistance.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of section 222 of the Act
must be met.

The investigation was initiated on
October 4, 1979 in response to a worker
petition received on October 1,1979
which was filed on behalf of workers
and former workers producing steam
coal for Robertson & Associates, Inc.,
Fabius Mine, Fabius, Alabama. The
investigation revealed that the company
was Robertson & Associates (Alabama),
Inc. In the following determination,
without regard to whether any of the
other'criteria have been met, the
following criterion has not been met:

That increases of imports of articles like or
directly competitive with articles produced
by the firm or appropriate subdivision have
contributed Importantly to the separations, or
threat thereof, and to the absolute decline in
sales or production.

The bituminous coal mined at the
Fabius Mine by Robertson & Associates
was sold to a domestic company for use
in electric power generation. U.S.
imports of bituminous coal are
negligible. The ratio of imports to
domestic production did not exceed
seven-tenths of one percent from 1974
through the first half of 1979.

Conclusion

After careful review, I determine that
all workers of Robertson & Associates
(Alabama), Inc., Fabius Mine, Fabius,
Alabama are denied eligibility to apply
for adjustment assistance under Title U,
Chapter 2 of the Trade Act of 1974.

Signed at Washington. D.C. this 25th day of
October 1979.
C. Michael Aho,
Director, Office of Foreign Economic
Research.
IFR Dom 79- Filed 21-1-V: L45
BILLING CODE 4510-25-

LTA-W-5932]

Wagner Industries, Inc., Reading,
Mich. Certification Regarding
Eligibility To Apply for Worker
Adjustment Assistance

In accordance with section 223 of the
Trade Act of 1974 (19 U.S.C. 2273] the
Department of Labor herein presents the
results of an investigation regarding
certification of eligiblity to apply for
worker adjustment assistance.

In order to make an affirmative
determination and issue a certification
of eligiblity to apply for adjustment
assistance, each of the group eligility
requirements of Section 222 of the Act
must be met.

The investigation was initiated on
August 29,1979 in response to a worker
petition received on August 27,1979
which was filed by the International
Association of.Machinists and
Aerospace Workers on behalf of
workers and former workers producing
automotive wire harness assemblies at
Wagner Industries, Inc., Reading,
Michigan, part of the Wire Assembly
Division of Essex Group, Inc. It is
concluded that all of the requirements
have been met.

U.S. imports of automotive wire
harness assemblies increased in 1978
from 1977 and during January-June 1979
compared to January-June 1978.

In August 1978 production of wire
harness assemblies for Mustangs began
at a facility in Mexico which is operated
by the Wire Assembly Division of Essex
Group, Inc. Prior to August 1978 the
Reading. Michigan lant was the only
plant of the Division which
manufactured wire harness assemblies
for Mustangs.

A strike occurred at the Reading,
Michigan plant from March 31,1979
through May 16,1979. After the strike
production of automotive wire harness
assemblies for Mustangs was
transferred permanently from the
Reading plant to the plant in Mexico.
Declines in sales and employment
occurred at the Reading facility from
January 1979 to the time of the plant
closing in September 1979.

Conclusion

After careful review of the facts
obtained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with automotive
w4ire harness assemblies produced at
Wagner Industries, Inc., Reading,
Michigan, part of the Wire Assembly
Division of Essex Group, Inc.
contributed importantly to the decline in
sales or production and to the total or
partial separation of workers of thaf
firm. In accordance with the provisions
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of the Act, [make the following
certification:

All workers of Wagner Industries, Inc.,
Reading, Michigan who became totally or
partially separatedfrom employment on or
after January 1, 1979 are eligible to apply for
adjustment assistance under Title II, Chapter
2 of the Trade Act of 1974.

Signed at Washington, D.C. this 26th day of
October 1979.
Harry J. Gilman,
SupervisorylnternationalEconomis Office
of Foreign Economic Research
IFR Doc. 79-,404ZiIed 11-1- :45 arn]
BILWNG CODE 4510-28-M-

[TA-W-60211

Wellman Co., Medford, Mass.; -
Certification Regarding Eligibility To
Apply for Worker Adjustment
Assistance

In accordance with section. 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the
Department of Labor herein presents the
results of an investigation regarding
certification of eligibility to apply for
worker adjustment assistance.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance, each of the group eligibility
requirements of section 222 of the Act
must be met.

The investigation was initiated on
September 12, 1979 in response to a
worker petitionreceived on September
10, 1979 which was filed on behalf of
workers and former workers producing
outsole cutting machines, forms, leaders
and parts for machines, aluminum
footwear lasts at Wellman Company,
Medford, Massachusetts. The
investigation revealed that the Wellman
Company is a subsidiary of Uniroyal,
Incorporated. It is concluded that all of
the requirements have been met.

The majority of Wellmans Company's
production of machines and lasts in 1977
and 1978 went to its parent firm,
Uniroyal, Incorporated for use in the
production of rubber/fabric footwear.

U.S. imports ofxubber/fabric.footwear
increased absolutely and relative to
domestic production in 1978 compared
to 1977, and declined in the first six
months of 1979 compared to the first six
months of 1978. The ratio of imports td-.
lomestic production in the first six
nonths of 1979 was bigher than any
3revious year from 1974 through 1977.

Uniroyal company imports of rubber/
'abric footwear increased absolutely in
he first eight months of 1979 compared
o the same period in 1978 and increased
elative to domestic -company
iroduction in-1978 compdred to 1977,
'otaldomestic proauction of ru~bberI

fabric footwear at Uniroyal decreased
from 1977 to 1978. Uniroyal estimates
that domestic production of rubber/
fabric footwear will decline for the full
year 1979 compared to the full year 1978.
Workers engaged in the production of
rubber/fabric footwear at two plants of
Uniroyal have been certified eligible to
apply for trade adjustment assistance.
Another rubber/fabric footwear plant is
presently under investigation. As a
result of the import impact on Uniroyal's
domestic footwear production, the
company's demand for production
machinbry has declined. Wellman
Companys sales of machines and lasts
to Uniroyal decreased in 1978 compared
to 1977 and are estimated to decrease
for the full. year 1979 compared to 1978.
Conclusion

After careful review of the facts
obtained in the investigation, I conclude
that increases of imports of articles like,
or directly competitive with rubber]
fabric footwear produced at Uniroyal,
Incorporated contributed importantly to
the decline in sales or production and to
the total or partial separation of workers
producing outsole cutting machines,
forms, leaders and-parts for machines
and aluminum fbotwearlastsiat
Wellman Company, Medford,
Massachusetts, a subsidiary of Uniroyal,
Incorporated. In accordance with the
provisionsof the Act, I make the
following.certification:

All workers of Wellman Company,
Medford, Massachusetts who became totally
or partially separated from employment on or
after December 1, 1978 are eligible to apply.
for adjustment assistance under Title II,
Chapter2 of the Trade Act of 1974.

Signed at Washington, D.C. fis 26th day of
October 1979.
C. Michael Ao,
Director. OfficeofForeignEconomic
Reseorh.
[FR D o 0 1-343 filedll--7R t5 am]
BILLING CODE 4510-28-)M

Wage and Hour Division

Certificates Authorizing the
Employment of -Learners at Special
Minimum Wages

Notice is hereby given that pursuant
to section 14 of the Fair Labor Standards
Act {52 Stat. 1062 as amended; U.S.C.
214), Reorganization Plai No. 6 of 1950
( (3 CFR 1949-53 Comp., p. 1004), and
Administrative Order No. 1-76 (41 FR
18949), the firms listed in this notice
have been issued special certificates
authorizing the employment of learners

,at hourly wage rates lower than the
minimum wage rates otherwise
applicable under section 6 of the Act.

For each certificate, the effective and
expiration dates, number or proportion
of learners and the principal product
manufactured by the establishment are
as indicated. Conditions on occupations,
wage rates, and learningperlods which
are provided in certificates issued under
the supplemental industry regulations
cited in the captions below are as
established in those regulations such
conditions in certificates not issued
under the supplemental industry
regulations are as listed.

The following certificates were issued
under the apparel industry learner
iegulations [29 CFR 522.1 to 522.9, as
amended and 522.20 to 522.25, as
amended). The following normal labor
turnover certificates authorize 10
percent of the total number of factory'
production workers except as otherwise
indicated.
Big River Mfg. Co., Kittanning, PA: 8-31-79 to

8-30-80. (Boys' shirts) .
Bland Sportswear. Inc.. Bland, VA; 7-24-79 to

7-23-80 5 learners. (Mens and boys'
shirts)

Caraway Mfg. Corp., Caraway, AR: 8-22-70
to B-21-80; 10 learners. (Ladles' dresses)

Chatham Knitting Mills, Inc., Chatham, VA;
7-22-79 to 7-21-80; 6 learners. IMen's
jackets)

Cordele Uniform Co.. Cordele, CA; 9-8-79 to
9-7-80. IMen's pants)

Crane Mfg. Co., Crane. MO; B-14-79 to 8-13-
80. (Men's and women's jeans)

Elder Mfg. Co.. Dexter. MO; 8-21-79 to 8-20-
80. (Men's and boys' slacks)

Flushifig Shirt Mfg. Co.. Inc., Frostburg, MD;
9-24-79 to 9--23-0; 10 learners, (Men's
shirts)

Giles Mfg. Corp., Narrows, VA: 9-5-78 to 94-
80. (Children's shirts)

Soperton Mfg. Co.. Soperton, GA: 9-10-79 to
9-9-80. [Men's shirts)
The following certificates were issued

under the knitted wear industry
regulations [29 CFR 522,1 to 522.9, as
amended and 522.30 to 522.35, as
amended.)
Louis Gallet. Inc., Uniontown, PA: .8-21-79 to

6-20-80; 5 learners for normal labor
turnover purposes. (Boys' and men's
sweaters)

junior Form Lingerie. Inc., Boswell, PA: 0-23-
79 to 6-22.-0; 5 percent of the total number
of factory production workers for normal
labor turnover purposes. .(Ladies pajamas)
The following learner certificates

were issued in Puerto Rico to the
companies hereinafter named. The
effective and expiration dates, learner
rates, occupations, learning periods and
number of learners authorized to be
employed are indicated,
General Cigar de Utuado, SA.. Utuado. PR;

7-2-79 to 7-1-80; 30 learners for normal
labor turnover purposes in the occupation
of cigar making machine operators for a
learning period of 320 hours at the rate of

63172 --
63172



Federal Register / Vol. 44, No. 214 / Friday, November 2, 1979 / Notices.

$2.64 an hour for the first 160 hours and
$2.74 an hour for the remaining 160 hours.
(Tobacco) •

Glamourette Fashion Mills, Inc..
Quebradillas, PR; 8-17-79 to 8-16-80 58
learners for normal labor turnover
purposes in the occupations oft (1] knitting,

-for a learning period of 480 hours at the
rate of $2.50 an hour for the first 240 hours
and $2.67 an hour for the remaining 240; (2)
machine stitchers, for a learning period of
320 hours at the rate of $2.50 an hour for
the first 160 hours and $2.67 an hour for the
remaining 160 hours; (3] pressers, for a
learning period of 320 hours at the rate of
$2.50 an hour for the first 160 hours and
$2.67 im hour for the remaining 160 hours;
and (4) kettle handlers and dyers for a,
learning period of 240 hours at the rate of
$2.50 an hour. (Sweaters and related
products)

Each learner certificate has been
issued upon the representations of the
employer which, among other things
were that employment of learners at
special minimum rates is necessary in
order to prevent curtailment of
opportunities for employment, and that
experienced workers for the learner
occupations are not available.

The certificate maybe annulled or
withdrawn as indicated therein, in the
manner provided in 29 CFR, Part 528.
Any person aggrieved by the issuance of
any of these certificates may seek a
review or reconsideration thereof on or
before November 19,1979.

Signed at Washington. D.C. this 25th day of
October 1979.
Arthur IL Korn,
AuthorizedRepresentative of the
Admiistrator.
[FR Doc. 79-34021 Fled 1-1-79 845 am]
BIWUNG COOE 4510-27-M

NUCLEAR REGULATORY
COMMISSION

Advisory Committee on Reactor
Safeguards, Subcommittee on the
Floating Nuclear Plant; Meeting

The ACRS Subcommittee onthe
Floating Nuclear Plant will hold a
meeting on November 17,1979. at the
Los Angeles Marriott Hotel, 5855 West
Century Boulevard, Los Angeles, CA
90045 to review the application of the
Offshore Power Systems, et al, for a
manufacturing license for the Floating
Nuclear Plant. Notice of this meeting
was published October 18. 1979 (44 FR
60178).

In accordance with the procedures
outlined in the Federal Register on
October 1,1979 (44 FR 56408], oral or
written statements may be presented by
members of the public, recordings will
be permitted only during those portions
of the meeting when a transcript is being

kept, and questions may be asked only
by members of the Subcommittee, Its
consultants, and Staff. Persons desiring
to make oral statements should notify
the Designated Federal Employee as far
in advance as practicable so that
appropriate arrangements can be made
to allow the necessary time during the
meeting for such statements.

The agenda for subject meeting shall
be as follows: Saturday, November17,
1979, 8:30 a.m. until the conclusion of
business.

The Subcommittee may meet in
Executive Session, with any of its
consultants who maybe present, to
explore and exchange their preliminary
opinions regarding matters which should
be considered during the meeting and to
formulate a report and
recommendations to the full Committee.

At the conclusion of the Executive
Session, the Subcommittee will hear
presentations by and hold discussions
with representatives of the NRC Staff,
Offshore Power Systems, et al, and their
consultants, pertinent to this review.
Specific topics to be discussed include
the proposed design of the core ladle
and implications of the Three Mile
Island, Unit-2 Accident on the Flopting
Nuclear Plant design.

In addition, it may be necessary for
the Subcommittee to hold one or more
closed sessions for the purpose of
exploring matters involving proprietary
information. I have determined, in
accordance with Subsection 10(d) of
Public Law 92.463, that, should such
sessions be required, it is necessary to
close these sessions to protect
proprietary information (5 U.S.C.
552b[c)(4)).

Further information regarding topics
to be discussed, whether the meeting
has been cancelled or rescheduled, the
Chairman's ruling on requests for the
opportunity to present oral statements
and the time allotted therefore can be
obtained by a prepaid telephone call to
the Designated Federal Employee for
this meeting, Mr. Gary R. Quittschrieber
(telephone 202/634-3267) between 8.15
a.m. and 5:00 p.m., EST.

Background information concerning
items to be considered at this meeting
can be found in documents on file and
available for public inspection at the
NRC Public Document Room, 1717 H
Street, N. W., Washington, DC 20555
and at the Jacksonville Public Library,
122 North Ocean SL, Jacksonville, FL
32204, the Business and Science
Division, New Orleans Public Library,
219 Loyola Ave., New Orleans, LA
70140, and the Stockton State College
Library, Pomona, NJ 08240 and
(regarding TMI-2 Accident Implications
at the Government Publications Section.

State Library of Pennsylvania,
Education Building.- Commonwealth and
Walnut Street, Harrisburg, PA 17126.

Dated- October 29.1979.
John C. Hoyle o

Advsory Committee, Management OWicen
IFR cc. 7% F & d2-I-. &45 ,
5ILNG CODE 7590-01-M

SECURITIES AND EXCHANGE
COMMISSION

[ReL No. 10916; 811-26931

Bowen Investment Co.; Application
Pursuant to Section 8(f) of the Act for
an Order Declaring That Company Has
Ceased To Be an Investment Company
October 2,979.

Notice is hereby given that on
September 18, 1979, Bowen Investment
Company C"Bowen"] (formerly called
Automatic Service Company). 2175
Parkiake Drive, N.E., Atlanta, Georgia
30345, filed an application for an order
pursuant to Section 8(f) of the
Investment Company Act of 1940
("Act"] declaring that it has ceased to
be an Investment company as defined in
the Act. All interested persons are
referred to the application on file with
the Commission for a statement of the
representations contained therein which
are summarized below.

Bowen was incorporated under the
laws of North Carolina and registered
under the Act on October 31,1976, as a
diversified, dosed-end management
investment company.

Pursuant to approval by vote of
shareholders on June 6,1979, Bowen on
June 8,1979, transferred substantially all
of its assets to Fidelity MunicipalBond
Fund, Inc. ("Fidelity"], in exchange
solely for the number of shares of
Fidelity stock having an aggregate net
asset value equal to the value of
Bowen's net assets transferred to
Fidelity. Immediately thereafter, Bowen
commenced liquidation, distributing the
Fidelity stock pro-rata to its
shareholders of record entitled thereto
by means of the establishment of open
accounts on the stock records of Fidelity
in the names of such stockholders
representing the respective pro-rata
number of shares of fidelity stock due-
such shareholders. At the time of the
application, all but 136 of Bowen's
shareholders had tendered their shares
of Bowen stock and received their
respective amounts of Fidelity stock in
return. Pursuant to the laws of the State
of North Carolina, Bowen will convert
all unclaimed shares of Fidelity stock to
cash and deposit same with the
appropriate state officials to be held
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until said remaining shareholders make
a just claim therefor.'
I Bowen has retained $4829.00 to defray

the costs of winding Up its business and
to pay certain accrued expenses. Bowen
has ceased to conduct any business as
an investment company, and has filed
Articles of Dissolution pursuant to the
laws of the State of North Carolina.

Automatic Services Company'
(formerly ASC 'Vending Company, Inc.)
("Automatic Service") will remain
primarily liable on certain contingent
,liabilities presented by real-estate leases
arising out of Bowen's business prior to

"becoming an investment company in'
1976. Additionally, Fidelity has assumed
Bowen's obligation'pursuant to an
indenture Bowen executed in connection
witha 1968 debenture offering to make
certain reports to the Trustee named hi
said indenture and to remain liable to
convert said debentures into Fidelity
stock. Stuart V. Bowen, Bowen's
'president, and Fidelity'sjnvestm'ent
adviser, Fidelity Management Research
Company have ed ci agreed to
indemnify Fidebty against any loss
arising out of the' obligation to issue
Fidelity stock under the ind~nture and
'any other of Bow'en's contingent
liabilities. Automa tic gervices will
rdmain liable for all of the other
obligations formerly, undertaken by
Bowen with respect to said debentures.
All fixed obligations of Bowen have ',
been discharged 1y Bowen out of funds
reserved by it for that purpose prior to
its liquidation.

'Notice is further given that any
interested person may, not later than
November 19, 1979 at 5:30 p.m., submit
to the Commission in writing a request
for a hearing on the matter accompanied
by a statement as to the nature of his ,
interest, the reason for such request, and
the issues, if any, of fact orlaw
proposed to be controverted, or he may
request that he be notified if the
Commission shall order a hearing

,thereon. Any such comminication
should be addressed: Secretary;
Securities and Exchange Commission,
Washington, D.C. 20549. A copy, of such
request shall be served personally or by
mail upon Bowen at the address stated
above. Proof of such service (by
affidavit, or in case of an attorney-at-

'law, by certificate] shall be filed
contemporaneously with the request, As
provided by-Rule 0-5 of the Rules and
Regulations promulgated under the Act, -
an order disposing of the application
will be issued as of course'following.
said date unless the-Commission
thereafter orders a hearing-upon request
or upon the Commission's own motion.
Persons who reque.at a hearing, or I

-advice as to whether a'hearing is -
ordered, will receive any notices and
orders issued in this matter, including
the date of the hearing (if ordered) and
any postponements thereof

For the Commission, by the Division of
Investment Management, pursuant to
delegated authority.
George A. Fitzsimmons,
Secretary.
_[F Dom 79-34055 Filed 8117 45 ami
BILUNG CODE 8W10-01-M

(Release No. 21274; 70-6369]

New Orleans Public Service Inc.;
Proposed Issuance and Sale of Short-
Term Notes to Banks and Commercial
Paper -

October 26,1979.
Notice is hereby given that New

Orleans Public Service Inc. ("NOPSI"),
317 Baronne Street, New Orleans, La.
7016b,'a wholly-owned subsidiary of
Middle South Utilities,.Inc., a registeredS'holding company, has filed a declaration
and an amendment thereto with this
Commission pursuant to the Public
Utilify Holding Company Act of 1935
("Act"), designating Sections 6(a), 6(b),

-and 7 of the Act and Rule 50(a)(5)
promulgated thereunder as applicable to
the proposed transactions; All interested
persons are referred to the declaration,
which is summarized below, for a

-complete statement of the proposed
transactions., ' . 1

NOPSI proposes to Issue and sell,
from time to time during the period
commencing on January 2,1980, and
continuing through June 30, 1981,
-unsecured short-term promissory notes
(including commercial paper) to various
commercial banks and/or a dealer in,
commercial paper in an aggregate
principal-amount outstanding at any one
time of the lesser of $22,00,000 or 10
percent of the capitalization of the
company at July 31,1979. Applying this
formula to NOPSI's capitalization at July
31, 1979, an aggregate principal amount
of $22,500,000 of unsecured short-term
promissory notes (including commercial
paper) would be issuable. .

The notes proposed to be issued and
-sold to commercial banks will be in the
fqrm of unsecured promissory notes
payable not more than nine months from
the date of issuance with right of

- renewal, will bear interest at the prime
commercial bank rate in effect at the
lending.bank on the date of issuance or
renewal or from time to time depending
upon the requirements of-the-lending
bank, and will, at the option of the
company, be prepayable, in 'whole or in

,part, at any time without premium or -

penalty. While no formal commitments
for future borrowings have been made
with any bank, it Is expected. that the
banks to whom such notes will be
issued and sold and the maximum
amount to be Issued and outstanding at
any one time to each such bank will be
substantially as follows:
Whitney National Bank or New Oyfeas ................ $,1 000
Hibernia National Bank In Now Otean.......... 5000,000
First National Bank of Cornmce In New O,leans ...... .. ... ................ . .... • .... ,00,000

National American Bank of New Oten,. ......... 2.400,000
The Chase Manhattan Bank (A............ 3,000,000

Total .... . ...... ...... ..... 2.000.000

It is stated that accounts are
maintained with the above-mentioned
banks, from which the borrowings are
proposed to be made, and although
balances in some of these accounts may
be deemed to be compensating
balances, these accounts are working
accounts and fluctuations in their
balances do not reflect or depend upon
fluctuations in the amounts of bank
loans outstanding. NOPSI does not have
any commitments to maintain
compensating balances with the above
banks and no commitment fee is
involved for any of the proposed
borrowings.

NOPSI proposes to issue and sell
commercial paper in denominations of
not less than $100,000 directly to a
dealer in commercial paper, at a
discount which will not be in excess of
the discount rate per annum prevailing
at the date of issuance for commercial
paper of comparable quality of that
particular maturity. The proposed
commercial paper will be in the form of
unsecured promissory notes with
varying maturities not to exceed 270
days, the actual maturities to be
determined by market conditions,
effective cost of money to the company,
and the company's anticipated cash
requirements at the time of issuance.
The commercial paper will not be
payable prior to maturity.

No commission or fee will be payable
by NOPSI in connection with the
issuance and sale of the commercial
paper. The dealer, as principal, will
reoffer and sell the commercial paper at
the customary discount rate for
commercial paper to customers on,a
non-public list of not more than 200
buyers of commercial pappr. It Is
anticipated that the commercial paper
will be held by the buyers to maturity;
however, the deale may, if desired by a
buyer, repurchase the commercial paper
for resale to others on the list of
customers.

NOPSI has requested that It be
granted authority to file on a quarterly
basis its certificate under Rule 24 with
respect to the proposed transactions.

m I I II I
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The expenses to be incurred in
connection with the proposed
transactions are estimated-not to exceed
$17,000. It is stated that no State or
federal commission, other than this
Commission, has jurisdiction over the
proposed transactions.

Notice is further given that any
interested person may, not later than
November 26,1979, request in writing
that a hearing be held on such matter,
stating the nature of his interest, the
reasons for such request, and the issues
of fact or law raised by the filing which
he desires to controvert; or he may
request that he be notified if the
Commission should order a hearing
thereon. Any such r~quest should be
addressed Secretary, Securities and
Exchange Commission, Washington,
D.C. 20549. A copy of such request
should be served personally or by mail
upon the declarant at the above-stated
address, and proof of service (by
affidavit or, in case of an attorney at
law, by certi~ficate) should be filed with
the request. At any time after said date,
the declaration, as amended or as it may
be further amended, may be permitted
to become effective as provided in Rule
23 of the General Rules and Regulations
promulgated under the Act, or the
Commission may grant exemption from
such rules as provided in Rules 20(a)
and 100 thereof or take such other action
as it may deem appropriate. Persons
who request a hearing or advice as to
whether a hearing is ordered will
receive any notices or orders issued in
this matter, including the date of the
hearing (if ordered) and any
postponements thereof.

For the Commission. by the Division of
Corporate Regulation, pursuant to delegated
authority.
George A. Fitzsinmons,
Secretary.
[FR Doc,9-340 4 Filed 11-1-, &-45 am]
BILLING CODE 8010-01-M

[Release No. 10917; 812-4547]

Nuveen Municipal Bond Fund, Inc.;
Filing of Application Pursuant to
Section 6(c) of the Act for an Order of
Exemption From the Provisions of
Section 22(d) and Rule 22d-1
Thereunder
October 26, 1979.

In the matter of Nuveen Municipal
Bond Fund, Inv., 115"South LaSalle
Street, Chicago, Illinois 60603 and John
Nuveen & Co. Incorporated, Nuveen
Tax-Exempt Bond Fund, Nuveen Tax-
Exempt Bond Fund-Medium Term,
Nuveen Tax-Exerhpt Bond Fund-Multi-

State, Nuveen Income Fund. 209 South
LaSalle Street Chicago, Illinois 60604.

Notice is hereby given that Nuveen
Municipal Bond Fund, Inc, Nuveen Tax-
Exempt Bond Fund, Nuveen Tax-Exempt
Bond Fund-Medium Term, Nuveen Tax-
Exempt Bond Fund-Multi-State, and
Nuveen Income Fund (collectively the
"Funds"), and John Nuveen & Co.
Incorporated ("Nuveen") (hereinafter
collectively referred to as "Applicants"),
filed an application on October 3,1979,
for an order of the Commission pursuant
to Section 6(c) of the Investment
Company Act of 1940 (the "Act"),
exempting Applicants from the
provisions of Section 22(d) of the Act
and Rule 22d-1 thereunder to the extent
necessary to permit sales of the Funds'
securities at net asset value to Nuveen
Affiliated Employees, as defined below,
who are partidipants in a non-tax
qualified employee benefit plan. All
interested persons are referred to the
application on file with the Commission
for a statement of the representations
contained therein, which are
summarized below.

Nuveen Municipal Bond Fund, Inc. is
registered under the Act as a diversified,
opeh-end management investment
company and is organized as a
corporation under Maryland law.
Nuveen Municipal Bond Fund. Inc. is
currently engaged in continuous public
offerings of its shares through Nuveen.
as principal underwriter, at public
offering prices equal to net asset value
plus a sales charge.

Nuveen Tax-Exempt Bond Fund,
Series I and subsequent Series, Nuveen
Tax-Exempt Bond Fund-Multi-State,
Series I and subsequent Series, Nuveen
Tax-Exempt Bond Fund-Medium Term,
Series 1 and subsequent Series, and
Nuveen Income Fund, Series 1 and
subsequent Series,'are each a series of
unit investment trusts issuing
redeemable securities created by
Nuveen as sponsor, all of which are
similar but each of which is separate
and is designated by a different Series
number. Each Series of such unit
investment trusts was created under the
laws of the State of New York pursuant
to a Trust Indenture and Agreement
between Nuveen and United States
Trust Company of New York Nuveen
acts as principal underwriter of each
Series of the unit investment trusts at
public offering prices based on a pro
rata share of the oferimg side prices of
the bonds in the portfolio of a Series
during the initial offering period and a
pro rata share of the bid side prices of
the bonds in the portfolio of a Series for
secondary market purposes plus a sales
charge.

Nuveen, a Delaware corporation, is
the parent and sole stockholder of
Nuveen Advisory Corporation, which
serves as investment manager for
Nuveen Municipal Bond Fund Inc., and
Nuveen Government Securities, Inc., a
dealer in securities issued by the United
States and/or agencies thereof
("hereinafter Nuveen and its current or
future subsidiaries are referred to as the
"Nuveen Companies"). As of August 31.
1979, the full time employees of the
Nuveen Companies totalled
approximately 294, including 3
employees of Nuveen Advisory Corp.
and 12 employees of Nuveen
Government Securities, Inc. (hereinafter
employees of the Nuvein Companies are
referred to as "Nuveen Affiliated
Employees").

Applicants propose to permit those
Nuveen Affiliated Employees
participating in an employee benefit
plan ("Plan"] sponsored by the
employers constituting the Nuveen
Companies to purchase shares orUnits
of the Funds at net asset value.
Applicants state that participating
Nuveen Affiliated Employees will be
able to invest in Nuveen Municipal Bond
Fund. Inc. through the Plan (1) by payroll
deduction in the amount of $25 or more
for each investment, (2) through
automatic periodic bank checking
account withdrawal plans in the amount
of $25 or more for each investment, and
(3) by investment at any time in the
amount of $50 or more sent directly from
the participant to DST, Inc., the
shareholder service agent, provided the
participant has invested at least $500 in
shares of Nuveen Municipal Bond Fund.
Inc., regardless of whether such
investment was made pursuant to the
Plan. In addition, Plan participants
would be permitted to purchase Units of
any Series of any unit investment trust
being offered in either the primary or
secondary market at the current public
offering price without the sales charge.
However, Applicants state that any such
purchases would be subject to the
minimum account size requirements of
the unit investment trust to be
purchased, i.e. $5000 or 50 Units,
whichever is less (except for purchases
of Nuveen Income Fund where the
minimum purchase is $1000 or 10 Units,
whichever is less). Distribution on
shares of the-Nuveen Municipal Bond
Fund, Inc. acquired under the Plan could
be reinvested at net asset value in the
shares of such Fund. Applicants also
state that participants will agree not to
resell Fund shares or Units acquired

'through their participation in the Plan
except by repurchase or redemption by
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or for the account of the Fund iss uing
such shares or Units; '

Applicants assert that no individual or
in-person group sales solicitations or
presentations concerning the Plan will
be made. According to the application,
all Nuveen Affiliated Employees will
receive, at least annually, notice from
their employers concerning'the Plan.
This notice, which will be furnished at
the expense of such employers, will
describe the Funds and their investment
objectives, indicaie that investments in
the Plan would be at net asset value and.
detail the payroll deduction and other
ways in which investments could be
made. This notice would also indicate
that additional information concerning
the Plan and the Funds could be
obtained from Nuveen and would inform
employees of the availability of
prospectuses of the Funds from the
employers.

Section 22(d) of the Act provides, in
pertinent part, that no registered
investment company shall sell any
redeemable security issued by it to any
person except at a current public
offering price described in the
prospectus, and if such class of security-,
is being currently'offered to the public
by or through an underwriter, no-
principal. underwriter of such security
and no dealer shall sell any such'
security to any person except at a
current public offering'price described in
the prospectus. Rule 22d-1 permits -
reductions in, or elimination, of the sales,
load charged upon the sale of shares'
under certain circumstances. Applicants
submit that the sale of Fund shares to
Nuveen Affiliated Employees at net
asset value under the Plan may conflict
with the provisions of Section 22(d) of
the Act and Rule 22d-1 thereunder.

Applicants argue that while Rule 22d-
1(i) permits sales without any sales
charge to certain employees of affiliated
persons of the Funds, this would not be
available to employees of the Nuveen
Companies who are employed in
positions that do not directly provide

.investment advice to, or distribute
shares of, the Funds. Applicants also
claim that an argument may be made
that purchases of Fund shares at net
asset value by Nuveen Affiliated
Employees under the plan are permitted
by Rule 22d-l(fl, which permits
elimination of sales charges upon the
sale pursuant to a uniform offdr
described in the prospectus and made
to, inter alia, employee benefit plans not
qualified under Section 401 of the
Internal Revenue Code provided such
non-quialified plans satisfy uniform
criteria relating to the realization of
economies of scale in sales effort and

sales-related expense. Applicants
submit that it is not clear, however, that
net asset value sales to the Nuveen
Affiliated Employees covered'by the
Plan would meet the "uniform offer"
requirement of Rule 22d-1(f.

Section 6(c) of the Act provides, in
pertinent part, thaf the Commission, by
order upon application, may
conditionally or unconditionally exempt
any person, security or transaction, or
any class or classes of persons,
securities or transactions, from any'
provision of the Act or of any rule under
the.Act, if and to -the extent such
exemption is necessary or appropriate
in the public interest and consistent ,
with thb protection of investors and the
purposes fairly intended by the policy
and provisions of the Act.

Applicants submit that investment by
Nuveen Affiliated Employees pursuant
to the Plan in shares of the Funds at net
asset value is supported by policy .
considerations, that such sales should
result in demonstrable economies in
sales effort and sales related expense as
compared with other sales and would
not be unjustly discriminatory, and that
the grant of the exemption requested by
the application is appropriate in the
public interest'and consistent with the
protection of investors and the purposes
of Section 22(d) of the Act. Applicants
further submit that the affiliation of the
Funds with the other Nuveen Companies
is the basis for a unique relationship of
the Nuveen Companies to the Funds,
which can be expected to result in
economies of sales effort and sales
related expenses that justifies
elimination of all-sales charges on Funds
shares and Units purchased by
participants in the Plan'without
discrimination against other employee
benefit plans or other purchasers of
Funds shares or Units.
- According to the application, features

of the Plan which are expected to give
rise to economies of scale in sales effort
and sales related expense are: (1) there
will not be anypersonal solicitation of
participants by Nuveen, its
representatives or other broker-dealers;
(2) employees purchasing shares of
Nuveen Municipal Bond Fund, Inc.
through payroll deduction will have
shares purchased for their accounts at
each payroll date i ith payment for such
shares being made by g single check;
and (3) all eligible'employees will
receive at least annually, at the expense
of their employers, notice of the
availability of the Plan. Applicants
believe that the proposed investments in
Funds shares or Units'promote
employee incentiv'e, goodwill, and
loyalty.

Notice Is further given that any
interested person may, not later than
November 20,1979, at 5:30 P.M., submit
to the Commission in writing a request
for'a hearing on the application
accompanied by a statement as to the
riature of his interest, the reasons for

.such request, and the issues, if any, of
fact or law proposed to be controverted,
or he may request that he be notified'if
the Commission shall order a hearing
thereon. Any such communication
should be addressed: Secretary,
Securities and Exchange Commission,
Washington, D.C. 20549. A copy of such
request shall be served personally or by.
mail upon the Applicants at the
addresses 'stated above. Proof of such
service (by affidavit or, in the case of an
attorney-at-law, by certificate) shall be,
filed 6ontemporaneously with the
request. As provided by Rule 0-5 of the
Rules and Regulations promulgated
under the Act, an order disposing of the
application herein will be issued as of
course following said date unless the
Commission thereafter orders a hearing
upon request or upon the Commission's
own motion. Persons, who request a
hearing or adv'ice as to whether a
hearing is ordered, will receive any
notices and orders issued in this'matter,
including the date of the hearing (if
ordered) and any postponements
thereof.

For the Commission, by the Division of
Investment Management, pursuant to
delegated authority,
George A. Fitzsimmons,
Secretary.
[FR Doc. 79-34050 Flied 11-1-79; 8:43 am)

BILNG COD 8010-01-M

[Rel. No. 21273; 70-63731

Ohio Power Co.; Proposed Agreement
Concerning the Financing of Pollution
Control Facilities
October 25, 1979.

Notice is hereby given that Ohio
Power Company ("Ohio Power"), 301
Cleveland Avenue, S.W., Canton, Ohio
44702, an electric utility subsidiary of
American Electric Power Company, Inc,
a registered holding company, has filed
with this Commission an application- •
declaration pursuant to the Public Utility
Holding Company Act of 1935 ("Act"),
designating Sections 9(a), 10 and 12(d) of
the Act andmule 44(b)(3) promulgated
thereunder as applicable to the,
proposed transactions. All interested
persons are referred to the application-
declaration, which is summarized
below, for a complete statement of the,
proposed transactions.

r i i M , ' 1 ' 1 i i i ii i i i i i ill
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Ohio Power states that in order to
comply with federal and Ohio
environmental control requirements
with respect to air quality it has under
construction certain particulate
emission control and related facilities at
Unit No. 1 of the Cardinal Plant (which
unit is owned and operated by Ohio
Power), located in Jefferson County,
Ohio, and at Unit No. 5 of its
Muskingum River Plant, located in
Washington County, Ohio (collectively
referred to hereinafter as the
"Facilities"). It is estimated that the
Facilities will cost approximately
$100,000,000 ($50,000,000 each for the
Cardinal pdrtion and the Muskingum
River portion). By resolutions adopted
on September 4,1974, November 19,
1975; November9, 1976, November 16,
1977, and November 14,1978, the Ohio
Air Quality Development Authority (the
"Authority") determined that it would
authorize and issue one or more series
of its pollution control revenue bonds
("Revenue Bonds"), in maximum
amounts of $50,000,000 with respect to
the Cardinal portion and of $50,000,000
with respect to the Muskingum River
portion, to finance the acquisition,
construction and installation of the
Facilities.

Ohio Power proposes to enter into an
agreement of sale ("Agreement") with
the Authority whereby the Authority
will construct and install the Facilities,
and will issue and sell Revenue Bonds
in an initial principal amount of up to
$60,000,000 ("Series A Bonds") and
additional Revenue Bonds in principal
amounts, presently estimated not to
exceed $40,000,000, sufficient to cover
the cost of construction of the Facilities
(as defined in the Agreement). The
proceeds from the sale of the Series A
Bonds will be deposited by the
Authority with BancOhio National Bank,
as trustee (the 'rrustee"), under an
indenture (the "Indenture") to be
entered into by the Authority and the
Trustee, under which Indenture the
Series A Bonds are to be issued and
secured. Such proceeds will be applied
to the payment of the costs of
construction of the Facilities, including
reimbursement for any such costs paid
by Ohio Power. The Agreement will also
provide for the sale of the Facilities to
Ohio Power, the payment by Ohio
Power of the purchase price in
semiannual installments over a term of
years, and the assignment and pledge to
the Trustee of the Authority's interest in,
and monies receivable by the Authority
under, the Agreement.

The Agreement will also provide that
each installment of the purchase price
will be in such an amount (together with

other monies held by the Trustee under
the Indenture for that purpose) as will
enable the Authority to pay, when due:
i) the interest on the Revenue Bonds
(including any refunding bonds); (ii} the
principal amount of the Revenue Bonds
(including any refunding bonds) at their
stated maturities; and ({ii) amounts,
including any accrued interest, payable
in connection with any mandatory
redemption of the Revenue Bonds
(including any refunding bonds). The
Agreement will also obligate Ohio
Power to pay the fees and charges of the
Trustees, as well as certain
administrative expenses of the
Authority. Ohio Power shall have the
option to prepay the purchase price in
whole (i) upon the occurrence of certain
events by paying amounts sufficient to
redeem all Revenue Bonds then
outstanding, the fees and expenses of
the Trustee, and all other amounts
payable under the Indenture, or (ii) at
any time by depositing monies in the
Bond Fund (as defined in the Indenture)
or delivering to the Trustee
governmental obligations sufficient in
either case to provide for the release of
the Indenture in accordance with its
terms. Upon prepayment of the entire
purchase price of the Facilities, Ohio
Power may terminate the Agreement.
Ohio Pqwer may also prepay the
purchase price in part, such payments to
be paid to the Trustee for deposit in the
Bond Fund and credited against the
purchase price and used for the
redemption or purchase of outstanding
Revenue Bonds in the mainer and to the
extent the outstanding Revenue Bonds
are redeemable or subject to purchase
as provided in the IndIenture.

Ohio Power proposes to convey the
Authority the Facilities at the Cardinal
and Muskingum River Plants, to the
extent they have already been
constructed and are then in place at the
plant sites, subject to its first mortgage
lien, and Ohio Power will be entitled
under the Agreement to be reimbursed
from the proceeds of the sale of the
Series A Bonds for its costs of
construction. Such conveyed Facilities
will thereupon become a part of the
Facilities which Ohio Power will
purchase from the Authority as provided
in the Agreement. The amounts to be
received by Ohio Power in
reimbursement of its costs of
construction will be applied by Ohio
Power to the payment of its short-term
indebtedness (which was $69, 143,000 at
June 30, 1979) and for other corporate
purposes.

It is contemplated that the Series A
Bonds will be sold by the Authority
pursuant to arrangements with a group

of underwriters represented to Goldman,
Sachs & Co. Although Ohio Power will
not be a party to the underwriting
arrangements, it will not enter into the
Agreement unless the terms of the
Series A Bonds and their sale by the
Authority are satisfactory to it.

Ohio Power understands that the
interest on the Series A Bonds will be
exempt from federal income taxation.
The Series A Bonds will be dated on or
about the first day of the month in which
they are issued, will bear interest
semiannually and will mature at a date
or dates not more than 30 years from the
date of their issuance. It is expected that
the Series A Bonds will not be
redeemable at the option of the
Authority within 10 years from their
date of issuance except under certain
circumstances. The Series A Bonds will
be subject to mandatory redemption
under the circumstances and terms
specified in the Indenture.

The fees and expenses to be incurred
in connection with the proposed
transactions will be supplied by
amendment It is stated that the Public
Utilities Commission of Ohio has
jurisdiction over the proposed
transactions and that no other state
commission and no federal commission,
other than this Commission, has
jurisdiction thereover.

Notice is further given that any
interested person may, not later than
November 21,1979, request in writing
that a hearing be held on such matter,
stating the nature of his interest, the
reasons for such request, and the issues
of fact or law raised by said application-
declaration which he desires to
controvert; or he'may request that he be
notified if the Commission should order
a hearing thereon. Any such request
should be addressed: Secretary,
Securities and Exchange Commission,
Washington, D.C. 20549. A copy of such
request should be served personally or
by mail upon the applicant-declarant at
the above-stated address and proof of
service (by affidavit or, in case of an
attorney at law, by certificate should be
filed with the request. At any time after
said date the application-declaration, as
filed or as it may be amended, may be
granted and permitted to become
effective as provided in Rule 23 of the
Genral rules and Regulations
promulgated under the Act, or the
Commission may grant exemption from
such rules as provided in Rules 20(a)
and 100 thereof or take such other action
as it may deem appropriate. Persons
who request a hearing or advice as to
whether a hearing is ordered will
receive any notices and orders issued in
this matter, including the date of the
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hearing'(if ordered) and any
postponements thereof.

For the Commission, by the Division of
Corporate Regulation, pursuant to delegated
authority.

'George A. Fitzsimmons,
Secretary
[FR Doc. 79-3905351ed11-1-79; &45 am]

BILLING CODE 8010-01-M "

OFFICE OF THE SPECIAL
REPRESENTATIVE FOR TRADE
NEGOTIATIONS

Textile Policy Advisory Committee;
Meeting

The Textile Policy Advisory
Committee (the Advisory Committee)
will meet on Friday, November 9, 1979 at
10:00 am, at the Office of the'Special
Representative for Trade Negotiations,
1800 G Street, NW., Washington, D.C. In
accordance with section 135(f)(2) of the
Trade Act of 1974 (Pub.,L. 93-618), as
amended by section 1103 of the Trade
Agreements Act of 1979 (Pub. L.'96-39),
and section 10 of the Federal Advisory'
Committee Act [Pub. L. 92-463), as
amended by sectoin 5[c) of the -
Government in the Sunshine Act (Pub. L.
94-409), this meetinghas been closed to
the public.
Robert C. Cassidy, Jr.,'
General Counsel,
[FR Doc.7-1)43 Filed 11-1-75; 845 ar]" .

BILING CODE 3190-1-M

DEPARTMENT OF STATE,

[Public Notice 687]

Fishery Conservation and -.
ManagementAct of 1976; Applications
for Permits To Fish Off the Coasts of
the United States

The Fishery Conservation, and
Management Act of 1976 (Pub. L. 94-265)
a amended (the "'Act!) provides that no.
fishing shall be conducted by fpreign
fishing vessels in the Fishery
Conservation Zone of the United States
after February 28.1977, except in
accordance with a valid and applicable
pertnLt issued pursuiant to Section 204 of
the Act.

The Act also requires that a notice of
receipt of all applications for such
permits, a summary of the contents of
such applications, and the names of the-

Regional Fishery Management Councils
that receive copies of these applications,
be publishedin the Federal Register.

Individualvessel applications for
fishing 1979 have been received from -

Mexico and a e summarized herein..
If additional information regarding

any applications is desire'd; it may be

obtained 'from: Permits and Regulations
Divison (F37), National Marine Fisheries
Service, Department of Commerce,
Washington, D.C. 20235, (Telephone:-
(202]634-7265),

Dated: October 24,1979.
James A. Storer,
-Direct or, Officevof Fisheries Aff airs.

Fishery codes and-designation-of regional
councils which review applications for
individual isheries are as follows: ,

codege/ dry Reg/onn council
AeS-Atlan t ciso sandsharlk. New England.

Mid-Atiantic.
'South Atlantic.
Gulf of Mexico.
Caribbean.

BSA -vering Sea and Aleutian North Pacific.
Islands Itrawl, longlina and herring
gline. ' L

CRB--Crab (Bering Sea) North Pacific.
GOA-Gulf-of Alaska - North Pacific
NWA-:-NorthwastAVantic New England.

Mid-Atlantic.
SMT-Seamount groundfish IPacific Western Pacific,

Ocean).

SNA-Snails (Bering Sea)..... . North Pacific.
WOG-Wasbington. Oregon. Pacific.

California trawl.

Activity codes specify categories of fishing
operations applied for asfollows:

Activity Code and Fishing Operations

1 Catching; processing, and other sup ort.
2 Processing and other support only.
3 Other support only.

Nation/ ssel Application Fish~ey Activity
name/vesse type . No.

:MEXICO'

Esguo. medium stem , -MX-79-01i5 NWA 1
trawler.

Arriscado. medium stern MX-79--0065. NWA 'I
trawler.

Avoi medium stem - MX-79-0066-. NWA 1
trawler.

[FR Doc"_--0023Fed1-1-79; 845 am]

BILLING CODE 4710-09-M

[Public Notice 688] -

Fishery Conservation -and
Management Act of 1976; Applications
for Permits To Fish Off the Coasts of
the United States

The Fishery Conservation and
Management Act of1976 (pub. L. 94-265)
as amended (the "Act") provides that no
fishing shall be conducted by foreign

"fishing vessels in the Fishery
Conservation Zone of the United States
after February 2B, 1977, except in*
accordance with a valid and applicable
permit issued pursuant to Sec. 204 of the
Act.
, The Act also Tequires that a notice' of
receipt bf all applications for such
p6rmits,:a summary of the contents of
such applications, and the names'of the
Regional Fishery Mana'gemefit Councils
that receive copies of-these applications,'
be published in 4he Tederal Register.

Applications lave -been received from

Italy and Korea for fishing during 1979
and 1980 and are reproduced herewith.
Individual vessel applications for fishing
in 1976 and 1980 have been received'
from Ithly and Japan and are
summarized herein.

If additional information regarding
any applications Is desired, it may be
obtained from: Permits and Regulations
Divisions (F37), National Marine
Fisheries Service, Department of
Commerce, Washington, D.C. 20235,
(Telephone: (202)634-7265).

Dated: October 29.1979.
James A. Storer,
Director, Office ofFisheriesAffairs

Fishery codes and'designation of regional,
councils which review applications for
individual fisheries are as follows:

Code and fishery Regional council
ABS-Atlantic bilflshes and sharks., New England.

Mid-Alantia
South Atlantic.
Gulf of Mexico.
Caribbean. -

BSA-Beeing Sea and Aleuian North Pacifi'.'
Islands trawl., longfne and horring
gllneL

CRB-Crab (Boring Sea) ____ North Pacific,
GOA-Gulf of Alaska . . North Pacific.
NWA-Northwest AtlanW.--........ New England.

Mid-Atlantlo.
- SMT-Seamount groundfish (Pacific Western Pacific,

Ocean).
SNA-Snails (Bering Sea)-..-... North Pacific.
WOC-Washngton, Oregon, Pacific,

California trawl.

Activity codes specify categories of fishing
operations applied for as follows:

Activity Code ondFishing Operaliond
1 Catching, processing, and other support,
2 Processing andother support only.
3Other support only..

Nation/vessel Aplicallon Fishery Activity
name/vesse lype No,

ITALY

Borea.i iactory/ IT-79-0024..... NWA 2
mothership,

iKoneA
Book Nebng,5 factory-p iKS-80-0079. BSA, 2

GOA
Soo Gong No. 51.2 hgXe NS-80-0042... BSA, 2

stern trawler. GOA

'This vessel is applng lor authorization to conduct activI.
ties In support of,US fishing vessels. Specfically, the request
Is to purchase fish forprocessing and shlpment*to Italy form
U.S. fishing vessels In the Northwest Atiantic during 1979 and
1980. A total of 2000 aneftrc tons Including Incidental species
s requested, ,

'These vessels ar 'appbig tot authorization to conduct
activities In support of U.S. fish ng vessels. Specifically, the
request is to purchase fish from processing and shipment to
Korea from U.S, fishing vessels in the ,Gulf Of Alaska and
Berig Sea and Aleutian Area during 1980. Pollock sonl-fillota
to be produced lrotn larger pollock and smaller Iollock whole
procesped in the round. Round polfock to be marketed by
KMIDC. distributed In 1(orea. Sor-fillots to be'proetsseq In
Korea for export td U.S. and perhaps other work markets as
frozen polck blocks. By-catch lo be sold In Korea to extent
of market, Surplus will be sod In Work markol, principally to
Japan.

[FRnolc. 79--4324 Filed 11-1-79, 8:45 am]
BILLING CODE 47109-094
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INTERSTATE COMMERCE
COMMISSION

[Directed Service Order 1398; Authorization
Order No. 5]

Kansas City Terminal Railway Co.
Directed to Operate Over Chicago,
Rock Island & Pacific Railroad Co.,
Debtor (William M. Gibbons, Trustee)

Decided- October 25,1979.
On September ;6, 1979, the

Commission directed Kansas City
Terminal Railway Company (KCT) to
provide service as a directed-rail carrer
(DRC) under 49 U.S.C. 11125 over the
lines of the Chicago, Rock Island &
Pacific Railroad Company, Debtor

- (William M. Gibbons; Trustee) C"Rr').
See Directed Service Order No. 1398
(decided and served September 26,1979;
published in the Federal Register on
October 1, 1979 at 44 FR 56343).

RI owns a certain bridge (Bridge No.
2662; timber trestle) which is in need of
repair. DSO, No. 1398 required the DRC
to obtain prior approval for
rehabilitation of lines and related
facilities which exceeds $5,000 per mile.
See DSO 1398, At page 24 [44 FR 56348,
ist column]. Accordingly, the DRC
submitted a detailed statement of
repairs needed to Bridge 2662 at Abbott,
AR, requiring repairs costing $10,398.
See "DRC Report No.4" (dated October
18, 1979).

The DRC sought Commission
authorization to repair Bridge 2662 on
the grounds that. (1) the bridge is
essential to operation over the RI
between Memphis, TN, and Tucumcari,
NM; (2) rehabilitation of Bridge 2662 will
permit resumption of through train
service to "captive" shippers between
Little Rock, AR, and Oklahoma City,
OK; and (3) service on this line segment
is essential to make substantial savings
and efficiencies in certain car repair
programs, as materials normally moving
in non-revenue service must now move
in revenue service under foreign line
reroute arrangements. The estimated
cost of moving RI company materials
andheavy bad order cars over other
railroads in revenue service to the
required locations on the RI is estimated
to be $188,890.

.Bridge 2662 is located on the lmain
line between Little Rock, AR, and
Oklahoma City, OK, and is impassable.
The DRC has been rerouting through-
traffic which ordinarily moves over this
line. Rerouting of RI traffic means that
much of the freight revenue goes to other

railroads. The DRC is now handling
traffic normally routed over this line in
trains which are detoured on foreign
lines around this bridge. These detour
movements will very quickly exceed the
cost of repairing the bridge.

We find:
(1) This action will not significantly

affect either the quality of the human
environment or the conservation of
energy resources. See 49 CFR Parts 1106,
1108 (1978).

It is ordered:
(1) The DRC is authorized to make

repairs to RI Bridge 2662 located at
Abbott, AR, in Scott County. The total
cost authorized for repairs is:
Malerd

3.600

100w6

(2) The repairs authorized above shall
be initiated within 30 days of the
commencement of directed-service
operations and completed within 15
days of commencement See DSO No.
1398, page 24 [44 FR 56348,1st column];
accord Supplemental Order No. 3
(served October 5,1979).

(3) This decision shall be effective on
its service date.

By the Commission, Railroad Service
Board. Member Joel E. Burns, Robert S.
Turkington, and John R. MichaeL
Agatha L Mergenovich,
Secretary.
[FR Dom 74-U9 Fded 11-1-79M 845 am)
BILLING CODE 7035-01-M

[Directed Service Order No. 1398;
Authorization Order No. 4]

Kansas City Terminal Railway Co.
Directed To Operate Over Chicago,
Rock Island & Pacific Railroad Co.,
Debtor (William M. Gibbons, Trustee)

Decided. October 23,1979.
On September 26,1979, the

Commission directed Kansas City
Terminal Railway Company (KCT) to
provide service as a directed rail carrier
(DRC) under 49 U.S.C. § .11125 over the
lines of the Chicago, Rock Island &
Pacific Railroad Company, Debtor
(William M. Gibbons, Trustee) ("R").
See Directed Service Order No. 1398
(decided and served September 26,1979;
published in the Federal Register on
October 1,1979 at 44 FR 56343).

On October 12,1979, the Railroad
Service Board decided Authorization
Order No. 1 (served October 15,1979; 44
FR 60466, OcL 19,1979) which dealt with
the lease-related difficulties discussed

below. Upon further consideration, we
believe that Authorization Order No. 1
should be vacated and superseded by
this Authorization Order.

RI has acquired numerous freight cars,
passenger cars, locomotives, and work
equipment under lease arrangements
from the owners of such equipment.
Most, if not all, such arrangements
require quarterly payments, in some
cases in advance of the designated time
periodd and, In some cases, at the end of
such time periods. These time periods
do not coincide with the period of
directed service as determined in
Directed Service Order No. 1398. The
failure to make timely payments on
these lease agreements will result in the
recall of the equipment by the owners
and the impairment of directed service.

Even in the event that the DRC was
able to negotiate new leases for the -
same equipment, the default of existing
lease agreements would present a
serious problem for the continuation of
directed service operations. We
understand that current leasing
contracts carry much higher lease
payment levels, and almost none are
entered into for periods of less than five
years.

It is essential to the continued
provision of directed service that this
equipment be available to the DRC.
Moreover, the use of such equipment in
directed service operations is required
both by the public interest and by the
necessities of interstate commerce.
Accordingly, we are taking the following
action to avoid what could be serious
problems in the provision of directed
service.

The Commission authorizes KCT, as
the directed rail carrier, to make
payments on freight car, passenger car,
locomotive, and work equipment leases
as they become due durin the period of
directed service, including payments on
leases covering the use of equipment
which extend beyond the duration of the
Directed Service Order. Such payments
shall be made directly to the lessors of
the involved equipment. The cost of
those payments made during the
directed service period shall be treated
as a reimbursable cost of directed
service. This action is necessary to
make vital equipment available to the
directed service operations.

KCT is also authorized to make
payments on freight car, passenger car,
locomotive, and work equipment leases
which fell due during the period
between the service date and effective
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date of Directed Service Order No. 1398.
These payments shall be made by KCT
directly to the lessors of the involved
equipment upon the terms and
conditions established by the
Commission in Supplemental Order No.
2 (decided and served October 3, 1979;
44 FR 58581, Oct. 10,1979).

We find:
1. This action will not significantly

affect either the quality of the human
environment or the conservation of
energy resources. See 49 C.F.R. Parts
1108,1108-(1978).

It is ordered
1. KCT is authorized to make lease

payments on RI freight cars, passenger
cars, locomotives, and work equipment
upon the terms and conditions set forth
above. •

2. The costs of-such lease payments
shall be treated as a reimbursable cost
of -directedservice, to the extent
indicated above.

3. Authorization Order No. 1 (served
October 15, 1979; 44 FR 60466, Oct. 19,
1979) is vacated. I

4. This decision -shall be effective on
its service date.

By the Commission, Railroad Service
Board, Members Joel E. Burns,.Robert S.
Turkington, and John R. Michael.
Agatha 1. Mergenovich,
Secretwy.
[FRDac. 75-33982 Filed 11-1-79; 845 aml

BILLING CODE 7035-01-M

1372371

Mississippi Intrastate Rail Freight
Rates and Charges 1979-Sand,
Gravel, Stone and Related Articles

Decided: October 22,1979.'

By joint petition filed July 23, 1979,
petitioners, 6 common carriers by
railroad 1'operating in intrastate
commerce in Mississippi, request that
this Commission institute an
investigation of their Mississippi
intrastate freight rates and charges,
under 49 U.S.C. 11501 and 11502; section
13 of the former Interstate Commerce
Act. They seek an order authorizing
them to increase such rates and charges
to the same levels as the present
interstate rates and charges on sand,
gravel, stone, and related articles.
Petitioners have stated grounds' -
sufficient to warrant instituting an
investigation.- -- '

Ptotestants are 4 shippers and
receivers of sand and gravel by rail in

A Alabama Great Southern Railroad Company,
Illinois Central Gulf Railroad Company, Louisville &
Nashville Railroad Company, Missouri Pacific
Railroad Company, St. Louis-San Francisco Railway
Company, and Southern Railway Company.

Mississippi, 2and3 shipperi and
receivers of lightweight aggregates by
rail in Missrssippi.3

Petitioners filed an application on
Februiy B, 1979, with the Mississippi
Public Service Commissioi to increase
all intrastate rates on sand, gravel, stone
and related articles to the present level
of the intrastate rates and charges on
those commodities. The Mississippi
Commission did not finally act on the
application within the 120-day period
provided in 49 U.S.C. 11501.

Protestants move to dismiss the joint
petition because'the petitioners
allegedly have waived their right to an
investigation before this Commission
under.the above-mentioned 120-day
provision. Petitioners filed a reply to the
motion. This allegation is based on a
general continuance obtained by
.protestants' attorney from the
Mississippi Cbnmission due to the
attorney's illness and hbspitalization.
Petitioners agreed to this continuance
until the attorney was able to resume his
practice and the proceeding be resumed
before the Mississippi'Commission. Due
to this agreement, protestants contend
petitiogers have now estopped
themselves from seeking an
investigation before this Commission
under the 120-day provision. There is no
merit to this t ontention. he 'provisions,
of the act may not be set aside by the
agreement of the parties. See Smith-
Ingraham Grain -Co. v. Chicago, R. L 5-
G. R. Co. 177 I.C.C. 152, 153 (1931), and
Midstate Co. v. Penna. B. Co, 320 U.S.
356, 357, 36711943). The Mississippi
Public Service Commission is, certainly,
aware of the provisions of 49 U.S.C.
11501 ahd could have acted to prevent
the delay. Furthermore, much time has
elapsed since the petitions were filed
and, to our knowledge, the State has not
yet acted. Accordingly, petitioners are
not estopped from filing the instant
petition with this Commission seeking
its exclusive jurisdiction in an
investigation of the considered
intrastate rates. The motion to dismiss is
denied.

Protestants also submitted evidence'
on the substantive issues involved in
this proceeding. After this proceeding
has been set for oral hearing or modified
procedure, protestants may request that
this evidence be considered as their
filing or they may submit new e,idence
based on respondent's submittals.

t is ordered:

'AmericanSandand Gravel Company. Concrete
Products and Supply Company. Tatum Concrete
Company, and Ashland-Warren. Inc.

"Jackson Ready-Mix Concrete, Alexander
Materials Company, and Astro Brick & Block
Company. Inc.

The motion to dismiss the petition 1I
denied.

The petition for investigation Is
granted. An investigation, under 49
U.S.C. 11501 and 11502, is instituted to
determine whether the Mississippi
intrastate rail freight rates in any
respect cause any unjust discrimination
against or any undue burden on
interstate or foreign commerce, or cause
undue or unreasonable advantage,
preference, or prejudice as between
persons or localities in intrastate
commerce and persons or localities in
interstate or foreign commerce, or are
otherwise unlawful, by reason of the
failure of such rates and charges to
include the present interstate rate level,
In the investigation we shall also
determine if any rates or charges, or
maximum or minimum charges, or both,
should be prescribed to remove any
unlawful advantage, preference,
discrimination, undue burden, or other
violation of law, found to exist.

All persons who wish to participate In
the proceeding and to file and receive
copies of pleadings shall make known
the fact by notifying the Office of
Proceedings, RoomZ5342, Interstate
Commerce Commission, Washington,
DC 20423, on or before 15 days from the
Federal Register publication date,
Although individual participation Is not
precluded, to conserve time and to avoid
unnecessary expense, persons having
common interests should endeavor to
consolidate their presentations to the
greatest extent possible. This
Commission desires participation of
only those who intend to take an active
part in this proceeding.

As soon as practicable after the lqst
day for indicating a desire to participate
in this proceeding, -this Commission will
serve a list of names and addresses on
all persons upon whom service of all
pleadings must be made. Thereafter, this
proceeding will be assigned for oral
hearing or handling under modified
procedure.

A copy of this order shall be served
upon each of the petitioners and
protestants herein. Mississippi shall be
notified of the proceeding by sending
copies of this order by certified mail to
the Governor of Mississippi and the
MiSsissippi Public Service Commission.
Further notice of this proceeding shall
be given to the public by depositing a
copy of this order in the Office of the
Secretary of the Interstate Commerce
Commission at Washington, DC, and by
filing a copy with the Director, Office of
the Federal Register, for publication In
the Federal Register. -

Thiis decision will not significantly
affect either the quality of the human
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environment or conservation of energy
resources.

By the Commission, Alan Fitzwater,
Director, Office of Proceedings.
Agatha L Mergenovich,
Secretary.
[FR Dor. 79-33964 Filed 111F .5aml

BILLING CODD 7035-01--M

[Docket No. AB 7 (Sub-No. 86F)]

Stanley E. G. Hillman, Trustee of the
Property of Chicago, Milwaukee, St.
Paul & Pacific Railroad Co.-
Abndonment-Portions of Pacific
Coast Extension in Montana, Idaho,
Washington, and Oregon

AGENCY: Interstate Commerce
Commission, Office of Policy and
Analysis, Energy .and Environment
Branch.

ACTION: Notice of due date for
comments filed on the draft
environmental impact statement
prepared in the above-entitled
proceeding.

SUMMARY: Because of scheduling
. problems the Energy and Environment

Branch will serve its draft
environmental impact statement in the
above-entitled proceeding on October
31, 1979 instead of October 23, 1979 as
previously planned. The Environmental
Protection Agency has suggested that
the period for filing comments on the
draft statement extend 45 days from the
date of service rather than 30 days as
contemplated by the Branch.
Accordingly, any comments on the DEIS
filed on or before December 19,1979 will
be entertained. The Branchwill respond
to all comments received by December
3.1979 and will respond to timely
comments received after that date to the
extent practicable. All comments will in
any case be forwarded to the
decisionmaker for appropriate
consideration. A limited number of
copies of the DEIS were made available
on October 23, 1979 to parties attending
the hearings in this proceeding in
Chicago.

FOR FURTHER INFORMATION CONTACT:
Paul S. Mushovic, Energy and
Environment Branch, Interstate
Commerce Commission, 12th and
Constitution Avenue, Washington, DC
20423, Tel. (202) 275-7916.
Agatha L. Mergenovich,
Secretary.
[FR Doc. 79-33961 Filed 11-1-M, 8:45 am]

BILLING CODE 7035-01-M

[Finance Docket 29132]

Western Railroad Properties, Inc.;
Acquisition of One-Half Interest in Line
of Railroad Owned in Part by Chicago
& North Western Transportation Co.,
Exemption Under 49 U.S.C. 10505
From 49 U.S.C. 10901 and 11343

AGENCY: Interstate Commerce
Commission.
ACTION: Notice of Proposed Exemption.

SUMMARY: Western Railroad Properties,
Incorporated (WRPI) intends to take
titld to an undivided one-half interest in
a line of railroad to be constructed
jointly by its parent company, Chicago
and North Western Transportation
Company (North Western) and
Burlington Northern, Inc. WRPI will take
title to the one-half interest of North
Western. A petition has been filed with
the Interstate Commerce Commission on
September 13,1979, seeking exemption
from 49 U.S.C. 10901 and 11343. These
sections, from which exemption is
sought, require the approval for the
construction of or acquisition of control
of a line of railroad. WRPI and North
Western are seeking exemption from
these sections under 49 U.S.C. 10505 on
the basis that Commission review of the
transaction is unnecessary.
DATES: Comments must be received on
or before December 3, 1979.
ADDRESS:. Send comments to: Interstate
Commerce Commission, 12th Street &
Constitution Ave., NW, Washington,
D.C. 20423. All written submissions will
be available for public inspection during
regular business hours at the same
address. All submissions should refer to
F.D. 29132.
FOR FURTHER INFORMATION CONTACT
Michael Erenberg, (202) 275-7245.

SUPPLEMENTARY INFORMATION: WRPI
and North Western have filed a petition
for exemption under 49 U.S.C. 10505 on
September 13,1979, in order that their
anticipated transaction may be
exempted from the requirements of
obtaining prior Commission approval-
under 49 U.S.C. 10901 and 11343.

Petitioners claim that the proposed
transaction will not adversely affect
other railroads or employees. It is
alleged that since WRPI is a wholly-
owned subsidiary of North Western, no
useful public purpose would be served
to develop, reproduce, and otherwise
conform to the Commission's detailed
application requirements under the
statutory requirements in question.
These assertions should be addressed in
the comments.

The Transaction

WRPI is a wholly-owned subsidiary or
North Western, and is authorized to do
business in Nebraska and Wyoming.
North Western is a common carrier by
railroad operating in 11 States.

By report in Finance Docket No. 27579.
Burligton Northern, In -- Constwcton
and Oper. 348 LC.C. 388 (1976], theh
Commission authorized North Western
and Burlington Northern, Inc. (BN)
jointly to construct, own and operate
approximately 106.5 miles of a new line
of railroad. On May 22,1975, North
Western and BN entered into an
agreement defining the respective rights
and obligations of each during
construction and operation. The
agreement permitted either carrier to
create a wholly-owned subsidiary to
own its undivided one-half interest in
the joint line. The purpose of the instant
application is to permit the subsidiary to
take title to the interests of North
Western in order to insulate the assets
of the joint line from the reach of North
Western's general mortgage.

WRPI and North Western state that
the usual regulatory requirements
contained in 49 U.S.C. 10901 and 11343
would serve no useful purpose.

The Statute

The construction and operation of a
line of railroad requires the approval
and authority of the Commission under
49 U.S.C. § 10901. The acquisition of
control of a line of railroad by another
railroad requires the approval and
authority of the Commission under 49
U.S.C. 11343. WRPI and North Western
have requested an exemption from 49
U.S.C. 10901 and 11343 so that they wQl
not have to file applications under those
sections.

The petitioners believe that this
construction and acquisition is the type
of transaction which Congress intended
the Commission to exempt when it
adopted 49 U.S.C. 10505. It maintains
that the legislative history of the
Railroad Revitalization andRegulatory
Reform Act of 1976 reflects a
Congressional purpose to exempt from
regulation those transactions in which
regulation would serve little or no useful
public purpose. It acknowledges that the
exemption will be limited to this
transaction and that railroads would
continue to be subject to Commission
regulation.

Before granting an exemption, we are
required to provide the opportunity for a
proceeding. This request for comments
on a requested exemption of the
proposed transaction is that opportunity.
All comments filed in response to this
notice, along with petition for
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exemption, willbe used to-determine
whether or not the exemption under 49
U.S.C. 10505 should be granted.. -

This proceeding is instituted urider'the
authority of 49 U.S.C. 10505 and
pursuant to 5 U.S.C. 553; 559.

This proceeding is not a major Federal
action significantly affecting energy
consumptioh or the quality'of the human
envirdnmeint.-

Dated: Occtober, 16, 1979.
By the Commission, Chairman O'Neal, Vice

Chairman Stifford, Commissioners Gresham,
Clapp, Christian, Trantum, Gaskins, and
Alexis.
Agatha L. Mergenovich,
Secretary,
[FR Do. 79-33930 Filed 11-1-78 9:45 ain1

BILNG CODE 703S-O-M
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I
COUNCIL ON ENVIRONMENTAL QUALITY.
October 30, 1979.
TIME AND DATE: 11:30 a.m., Thursday.
November 8,1979.
PLACE: Conference room, 722 Jackson
Place NW., Washington, D.C. 20006.
STATuS: Open meeting.
1MATTERS TO BE CONSIDERED:

1. Old business.
2. Status report on the Soil and Water

Resouices Conservation Act (RCA)-study
and reports underway by USDA.

3. Status report on the Toxic Substances
Data Committee.

4. Briefing on status of agencies NEPA
procedures.

CONTACT PERSON FOR MORE
INFORMATION: John F. Shea I1.(202) 395-
4616.
rs--217F dz-a-- 4:16 pm]
aLM CODE 3125-01-

"2

EQUAL EMPLOYMENT OPPORTUNITY
COMMISSON.
TIME AND DAT. 9:30 a.m. [eastern time),
Tuesday, November 6, 1979.
PLACE: Commission conference room
5240, on the fifth floor of the Columbia
Plaza Office Building, 2401 E Street NW.,
Washington. D.C. 20505.
STATUS:. Part will be open to the public
and part will be closed to the public.

Open to the Public
1. Age Discrimination In Employment Act

Regulations.
2. Proposed questionnaire requesting

information on the Impact of Federal
employment-opportunity programs and
activities to be sent to employers.

3. Several proposed sole source contracts
for services In support of litigation.

4. Sole source contract for Linolex word
processing training for 33 District and Area
offices.

5. Proposed 706 agency designation for
Wisconsin State Personnel Commission.

6. Section 717 Instructions for the
development of Federal Affirmative Action
Plans for fiscal year 190.

7. Report on Commission Operations by the
Executive Director.

Closed to the Public
0 Litigation authorization; General Counsel
I Recommendations.

Note.Any matter not discussed or2 concluded may be carried over to a later
meeting.

CONTACT PERSON FOR MORE
INFORMATION: Marie D. Wilson,
Executive Officer, Executive Secretariat,
at 1202) 634-6748,

This notice issued October 31,1979.
1S-218-79 Filed 10-1-,73 = pm]
BILING COOE 6S78-WM

3
FEDERAL DEPOSIT INSURANCE
CORPORATION.

Notice of Change in Subject Matter of
Agency Meeting

Pursuant to the provisions of
subsection (e)(2) of the "Government in
the Sunshine Act" (5 U.S.C. 552b(e)(2)),
notice is hereby given that at its closed
meeting held at 4:00 p.n. on Monday.
October 29,1979. the Corporation's
Board of Directors determined, on
motion of Chairman Irvine H. Sprague,
seconded by Director William M. Isaac
(Appointive), concurred in by Director
John G. Heimann (Comptroller of the
Currency), that Corporation business
required the addition to the agenda for
consideration at the meeting, on less
than seven dayst notice to the public, of
.the following matters:

Application of Colonial Mutual Savings
Bank. Philadelphia. Pennsylvania. a proposed
new bank. for Federal deposit Insurance
coincident with its conversion from a savings
and loan assoclationinto a mutual savings
bank.

Application of The Western New York
Savings Bank. Buffalo, New York, for consent

to establish a branch at 807 Elmwood
Avenue, Buffalo. New York.

Recommendation regarding the liquidation
of assets acquired by the Corporation from
Guaranty Bank & Trust Company, Chicago,
Illinois, and Gateway National Bank of
Chicago, llincis (Case No. 44113-L).

The Board further determined, by the
same majority vote, that Corporation
business required the withdrawal from
the agenda for consideration at the
meeting. on less than seven days' notice
to the public, of a memorandum and
resolution with regard to delinquent
bank reports.

The Board further determined, by the
same majority vote, that no earlier
notice-of these changes in the subject
matter of the meeting was practicable;
that the public interest did not require
consideration of the matters added to
the agenda in a meeting open to public
observation; and that the matters added
to the agenda could be considered in a
closed meeting by authority of
subsections (c][8}, (c}{9l(A](ii), and
(c)(9)(B) of the "Government in the
Sunshine Act" (5 U.S.C. 552b[c)[8),
(c) 9][A](ii), and [c)(9)3})).

Dated: October MIM
Federal Deposit Insurance Corporation.
Hoyle L. Robnsoo,
ExecureeSecretztr
IS-Z140-79 Filed 10-0O-79 4 Il
BILLING CO E S715- .41

4
FEDERAL DEPOSIT INSURANCE
CORPORATION.

Notice of Change in Subject Matter of
Agency Meeting

Pursuant to the provisions of
subsection (e)(2) of the "Government in
the Sunshine Act" (5 U.S.C. 552b1eX[2)],
notice is hereby given that at its open
meeting held at 3:30 p.m. on Monday,
October 29.1979. the Corporation's
Board of Directors determined, on
motion of Chairman Irvine H. Sprague,
seconded by Director William M. Isaac
(Appointive), concurred in by Director
John G. Heimann [Comptroller of the
Currency), that Corporation business
required the addition to the agenda for
consideration at the meeting, on less
than seven days' notice to the public, of
a personnel matter.

The Board further determined, by the
same majority vote, that no earlier
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notice of this change in the subject
matter of the meeting was practicable.

Dated: October 29, 1979.
Federal Deposit Insurance Corporation.
Hoyle L. Robinson,
Executive Secretary.
[S-2139-79 Filed 10-30-79; 4'39 pmi]

BILLING CODE 6714-01-M

5

FEDERAL ENERGY REGULATORY
COMMISSION.
"FEDERAL REGISTER" CITATION OF
PREVIOUS ANNOUNCEMENT. 44 FR 62398.
PREVIOUSLY ANNOUNCED TIME AND DATE
OF MEETING: 10 a.m., October 31, 1979.
CHANGE IN THE MEETING: The following
itmes have been added:

Item Number, Docket Numbe, and Company
M-10(B). RM80-, , Regulations On Natural
I Gas from New, Onshore Production Wells.

M-22. RM79-68, Final Rule Amending
Regulations On New Natural Gas and
-Certain Natural Gas Produced from the
Outer Continental Shelf.

M-23(A]. RM79-73, Final Rule Amending
Subpart H of Part 271 On Stripper Well
Natural Gas and Amendments To Section
274.206 of the Interim Regulations.

M-23(B). RM79-73, Interim Regulation Under
Section 108 of the NGPA Defining the Term
"Produced."

M-24. RM79-57, Administrative Procedures
for Adjustments of Natural Gas
Curtailment Priority Regulations.

CP-4. TC80-26, Southern Natural Gas
Company.

CP-5. RP76-52, Northern Natural-Gas
Company.

CAG-39. CP79-430, Natural Gas Pipeline
Company of America.

Kenneth F. Plumb,
Secretary.
[.-2143--79 Filed 10-31-79; 12:31 prnl
BILLING CODE 6450-01-M

6

FEDERAL RESERVE SYSTEM.
TIME AND DATE: 10 a.m., Wednesday,.
.November 7, 1979.
PLACE: 20th Street and Constitution'
Avenue NW., Washington, D.C. 20551.
STATUS: Closed.
MATTERS TO BE CONSIDERED:

1. Proposed construction, under
competitive bidding, of a new building-for the
Baltimore Branch of the Federal Reserve
Bank of Richmond. I

2. Proposed acquisition of real property by
a Federal Reserve Bank.

3. Federal Reserve Bank and Branch
director appointments. - ,

4. Any agenda items carried forward from
a previously announced meeting.
CONTACT PERSONFOR MORE''
INFORMATION: Mr. Joseph R. Coyne,
Assistant to the Board (202) 452-3204.

Dated: October 30,979.
Theodore E. Allison,
Secretary of the Board
[S-2138-79 Filed 10--7.9; 4:16 pm],

BILLING CODE 6210-01-M

.7

FEDERAL RESERVE SYSTEM.

TIME AND DATE: 10:45 a.m.j Wednesday,
October 31, 1979 (following a recess at
the concluslonof aPOp'en meeting held
earlier in the day).
PLACE: 20th Street and Constitution
Avenue NW., Washington, D.C. 20551.
STATUS: Closed;
MATTER CONSIDERED: Personnel policies
and.procedures with respect to the
Federal-Reserve Bank examiners. (This
matter was originally announced for a
meeting on October 26, 1979].

CONTACT PERSON FOR MORE
INFORMATION: Mr. Joseph R. Coyne,
Assistant to the Board (202) 452-3204.

Dated: October 31, 1979.
Theodore E. Allison,
Secretary of the Board..,
iS-2147-79 Filed 10-31-79; 3.52 pm]

BILLING CODE 6210-01-M -

8

NUCLEAR REGULATORY COMMISSION.

"FEDERAL REGISTER" CITATION OF
PREVIOUS ANNOUNCEMENT. To be
published.
TIME AND DATE: Week of October 29
(changes). ,

PLACE: Commissioners' conference
room, 1717 H Street NW., Washington,
D.C.

STATUS: Open/closed.

MATTERS TO' BE CONSIDERED:

Thursday, November 1-2p.m.
1. Briefing by IE on TMI Lessons Learned

(approximately 2 hours, public meeting),
rescheduled from October 31.

2. Affirmation session (approximately 10
minutes, public meeting), (items are
tentative]: (a] Order in Shearon Harris and
(b) Duke Power Co., Spent Fuel Transfer.

Friday, November 2-3 p.m.
1. Discussion of Proposed Testimony

Concerning Report by Presidential
Commission on TMI (closed-exemptiori 9).
Note.-The General Administrative
Meeting and the Briefing on Reactor
Licensing Schedules (postponed from
November 1) will be rescheduled in the
near future.

CONTACT PERSON FOR MORE
INFORMATION: Walter Magee 202-034-.
1410.
Roger M. Tweed,
Office of the Secretary
[S-2142-79 Filed 10-31-79; 12=12 pm]
BILING CODE 7590-01-M

9

OCCUPATIONAL SAFETY AND HEALTH
REVIEW COMMISSION.
TIME AND DATE: 10 a.m., November 15,
1979.
PLACE: Room 1101, 1825 K Street NW.,
Washington, D.C.
STATUS: Because of the subject mattor, It
is likely that this meeting will be closed,

MATTERS TO BE CONSIDERED: Discussion
of specific cases in the Commission
adjudicative process.

CONTACT PERSON FOR MORE
INFORMATION: Ms. Patricia Bausell (202)
634-4015.

Date: October 29, 1979.
[S-2145-79 Filed 10-31-7&; 2 pm]
BILLING CODE 7600-01-Al

10
OCCUPATIONAL SAFETY AND HEALTH
REVIEW COMMISSION.
TIME AND DATE: 10 a.m., November 29,
1979.
PLACE: Room 110f, 1825 K Street NW.,
Washington, D.C.
STATUS: Because of the subject matter, It
is likely that this meeting will be closed.

MATTERS TO BE CONSIDERED: Discussion
of specific cases in the Commission
adjudicative process.

CONTACT PERSON FOR MORE
INFORMATION: Ms. Patricia Bausell (202)
634:4015.

Date: October 29,1979.
[S-2146-79 Filed 10-31-79, :29 pm]

BILLING CODE 7600-01-M

11

SECURITIES AND EXCHANGE COMMISSION.
Notice is hereby given, pursuant to the

provisions of the Government in the
Sunshine Act, Pub. L. 94-409, that the
Securities and Exchange Commission
will hold the following meetings during
the week of November 5, 1979, in Room
825, 500 North Capitol Street,
Washington, D.C.
' An open meeting will be'held on
Tuesday, November 6, 1979, at 2:30 p.m.
A closed'meeting will beheld on
Wednesday, November 7,1979, at 1000
a.m.

The Commissioners, their legal
assistants, the Secretary of the ,
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Commission, and recording secretaries
will attend the closed meeting. Certain
staff members who are responsible for

-the calendared matters may be present.
The General Counsel of the

Commission, or his designee, has
certified that. in his opinion, the items to
be considered at the closed meeting may
be considered pursuant to one or more
of the'exemptions set forth in 5 U.S.C.
552b(c)(4)(8(9](A) and (10) and 17 CFR
200.402 (a)(4](8)(9)(i) and (10).

Chairman Williams and
Commissioners Loomis and Karmel
determined to hold the aforesaid

-meeting in closed session.
The subject matter of the open

meeting scheduled for Tuesday,
November 6,1979, at 2:30 p.m., will be:

1. Consideration of whether to publish for
comment proposed Rule 3a-1 under the
Investment Company Act of 1940. which
would deem not to be investment companies.
for purposes of the Act, certain companies
meeting the statutory requirements of Section
3(a)(3). For further information, please
contact Mark 1. Mackey at (202) 272-3045.

2. Consideration of whether to publish for
comment proposed Rule 3a-2 under the
Investment Company Apt of 1940 to deem
certain transient investment companies
temporarily not to be investment companies
for purposes of the Act for a period not to
exceed one year. For further information,
please contact Mark 1. Mackey at (202) 272-
3045.

3. Consideration of whether to publish for
comment proposed Rule 3a-3 under the
Investment Company Act of 1940, which
would deem certain issuers that do not
comply literally with a specified exclusion
from the definition of investment company in
Section 3(b)3) of that Act nonetheless not to
be investment companies for purposes of the
Act. For further information, please contact
Mark J. Mackey at (202) 272-3045.

4. Consideration of whether to publish for
comment a proposed amendment to Rule 3a-
2 under the Investment Company Act of 1940
to deem, under specified circumstances, a
company's owning 10% or more of an issuer's
outstanding voting securities to be beneficial
ownership by one person. For further
information. please contact Mark J. Mackey
at (202) 272-3045.

5. Consideration of whether to rescind the
moratorium on the capitalization of interest
dost imposed under Accounting Series
Release No. 163 in recognition of the
establishment of an accoLnting standard on
this issue by the Financial Accounting
Standards Board. Consideration will also be
given to amending the disclosure
requirements for capitalized interest cost
under Regulation S-X to conform with the
disclosure requirements under the new
standard. For further information, please
contact Lawrence C. Best or John W. Albert
at (202] 272-2130..

6. Consideration of whether to publish for
comment proposed amendments of
Regulation S-X (1) to reduce the required
detailed disclosure of loans to nonofficer
directors of bank holding companies and

banks; and (2) to revise the reporting of large
certificates of deposit and tim6 deposits In
domestic bank offices and in foreign offices.
For further information, please contact
Lawrence J. Bloch at (202) 272-2130.

7. Consideration of whether to publish for
comment proposed amendments to Form S-8
and proposed related new rules under the
Securities Act of 1933. The purpose of the
form amendments and the new rules Is to
"provide a means whereby all filings on Form
S-8 (both pre-effective and post-effective,
with certain limited exceptions) will become
effective automatically, without affirmative
action on the part of the Commission or its
staff. For further information, please contact
William H. Carter at (202) 27-20.

8. Consideration of requests by VSI
Corporation and LUquidonics Industries. Inc.
that the Commission review the Division of
Corporation Finance's denials of requests by
the companies for extension of time within
which to file their annual reports on form 10-
K for the period ended June 30,1979. For
further information. please contact John
Bernas at (202) 272-3Z05.

9. Consideration of whether to send a letter
to the Office of the Comptroller of the
Currency commenting on a proposal that
national banks be permitted to participate in
the marketing of single-premiur annuity
contracts. For further information, please
contact Frederick Wade at (202) 272-2440.

The subject matter of the dosed
meeting scheduled for Wednesday,
November 7, 1979, at 10:00 a.m., will be:

Settlement of injunctive action.
Order compelling testimony.
Litigation matters.
Freedom of Information Act appeals.
'Freedom of Information Act and Privacy Act

appeals.
Settlement of administrative proceedings of

an enforcement nature.
Subpena enforcement action.
Institution of administrative proceeding of an

enforcement nature.
institution of injunctive action.
Regulatory matter regarding financial

institutions.
Opinion.

At times 6hanges in Commission
priorities require alterations in the
scheduling of meeting items. For further
information and to ascertain what, if
any, matters have been added, deleted
or postponed, please contact: Paul
Lowenstein at (202) 272-2092.
October 30,1979.
15-2141-79 Fled Is-si-n %(-%a am)
BILLIO CODE 6010-Ot.4

12

THE WHITE HOUSE CONFERENCE ON
UBRARY AND INFORMATION SERVICES.
TIME: Beginning at 8 a.m. and continuing
into the evening hours.
DATE: 15-19 November 1979.
PLACE: Washington Hilton Hotel, 1919,
Connecticut Avenue NW., Washington,
D.C.

STATUS' Open.
MATTERS TO BE DISCUSSED:
Recommendations and Resolutions
concerning Library and Information
Services.
CONTACT PERSON FOR MORE
INFORMATION: Marilyn K. Gel.
Director (202) 634-1530.
October 31,1979.

Marilyn Y. Gell.
Director.

IS. 2144-79 e-ed 10-3-70.23po1
BILWHO CODE 7127-0 1-M
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Health, Education,
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Oral Mucosal Injury Drug Products For
Over-the-Counter Human Use;
Establishment of a Monograph; Proposed
Rulemaking

I I I
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DEATETO HEATH

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

21 CFR Part 353

[Docket No. 78N-0196]

Oral Mucosal Injury Drug Products for
Over-the-Counter Human Use,
Establishment of a Monograph;
Proposed Rulemaking

AGENCY: Food and Drug Administration.
ACTION: Proposed rule. (

SUMMARY: This proposed.rule would
establish conditions under which over-
the-counter (OTC) oral mucosal injury
drug products (drugs which relieve oral
soft tissue injury by cleansing or-
promoting the healing of oral wounds)
are generally recognized as safe and
effective and not misbranded. The
proposed rule, based on the
recommendations of the Advisory
Review Panel on OTC Dentifrice and
Dental Care Drug Products, is part of the
ongoing review of OTC drug products
conducted by the Eood and Drug
Administration (FDA].
DATES: Comments by January 24, 1980,
and reply comments by February 25,
1980.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food bnd
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT:
William E. Gilbertson, Bureau of Drugs
(HFD-510), Food and Drug
Administration, Department of Health,
Education, and Welfare, 5600 Fishers
Lane, Rockville, MD 20857, 301-443-
4960.
SUPPLEMENTARY INFORMATION: In
accordance with Part 330 (21 CFR Part
330), FDA received on April 28, 1978, a
report of the Advisory Review Panel on
OTC Dentifrice and Dental Care Drug
Proaucts. Under § 330.10(a)(6) (21 CFR
330.10 (a)(6)), the agency is.issuing (1) a
proposed regulation containing the
monograph recommended by the Panel,
which establishes conditions under
which OTC oral mucosal injury drugs
are generally recognized as safe and
effective and not misbranded; (2) a
statement of the conditions excluded
from the monograph on the basis of a
determination by the Panel that they
would result in the drugs not being
generally recognized as safe and
effective or would result in misbranding;
(3) a statement of the conditions
excluded from the monograph on the
basis of a determination by the Panel

that the available data are insufficient
to classify such conditions under either
(1) or (2) above; and (4) the conclusions
and recommendations of the Panel.

The unaltered conclusions and
recomuiiendations of the Panel are
issued to stimulate discussion,
evaluation, and comment on the full
sweep of the Panel's deliberations. The
report has been prepared independently
of FDA, and the agency has not yet fully
reviewed the report. The Panel's
findings appear in this document as a
formal proposal to obtain public
comirent before the agency reaches any
decision on the Panel's
recommendations. This document
represents the best scientific judgment
of the Panel members but does not
necessarily reflect the agency's position
on any particular matter contained iri it.

After FDA has carefully reviewed all
comments submitted in response to this
proposal, the FDA will issue a tentative
final regulation in the Federal Register
to establish a monograph for OTC oral
mucosal injury drug products.

In accordance with § 330.10(a)(2] (21
CFR 330.10(a)(2)), the Panel and FDA
have held as confidential all information
concerning OTC oral mucosal injury
drug products submitted for
consideration by the Advisory Review
Panel on Dentifrice and Dental Care

. Drug Products.
All the submitted information will be -

put on public display at the office of the
Hearing Clerk, Food and Drug
Administration after November 26, 1979,
except to the extent that the person
submitting it demonstrates that it still
falls within the confidentiality
provisions of 18 U.S.C. 1905 or section
301(j) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 331(j)). Requests
for confidentiality should be submitted
to William E. Gilbertson, Bureau of
Drugs (HFD-510) (address above).

Based upon the conclusions and
recommendations of the Panel, the
agency proposes the following:

1. That the conditions included in the
monograph, under which the drug
products would be generally recognized
as safe and effective and not
misbranded (Category I), be effective 30
days-after the date of publication of the
final monograph in the Federal Register.

2. That the conditions excluded from
the monograph because they would
cause the drug to be not generally
recognized as safe and effective or to be
misbranded (Category II), be eliminated

tfrom OTC drug products effective 6
months after the date of publication of
the final monograph in the Federal
Register, regardless of whether further
testing is undertaken to justify their
future use.

The agency advises that the status of
Category III conditions' after publication
of a final order is the subject of the
recent decision in Cutler v. Kennedy,
No. 77-0734 (D.D.C. July 16, 1979). In that
case, the court held that "* * * the FDA
may not lawfully maintaif Category III
in any form in which drugs with
Category III conditions * * * are
exempted from enforcement action,"
(Cutler, supra., Slip Op. at 38). The
agency is presently studying the effect
of this decision on the OTC drug review
procedures. Accordingly, although this
document retains the concept of
Category III inits original form, the
agency's response to the court's decision
may result in substantial changes In the
regulatory treatment of Category III
conditions,

In the Federal Register of January 5,
1972 (37 FR 85), the FDA announced a
proposed review of the safety,
effectiveness, and labeling of all OTC
drugs by independent advisory review
panels. In the Federal Register of May
11, 1972 (37 FR 9464), the agency
published the final regulations providing
for the OTC drug review under § 330.10
which were made effective Immediately,
Pursuant to these regulations, the
agency issued in the Federal Register of
January 30, 1973 (38 FR 2781) a request
for data and information on all active
ingredients utilized in dentifrice and
dental care drug products except
mouthwashes and oral antiseptics,

The agency appointed the following
Panel to review the data and
information submitted and to prepare a
report pursuant to § 330.10(a)(1) on the
safety, effectiveness, and labeling of
those products:
Louis P. Gangarosa, D.D.S., Ph.D., Chairman
Joseph J. Aleo, D.D.S., Ph.D. (appointed
. September 1, 1973)

Howard H. Chaunbey, D.M.D., Ph.D. (resigned
April 30,1976)

Valerie Hurst, Ph.D.
Joy B. Plein, Ph.D.
Delos E. Raymond, D.D.S.
Roger H. Scholle, D.D.S., M.S.
Lawrence E. VanKirk, Jr., D.D.S., M.P.H.

(appointed June 29, 1976)
Benjamin 0. Watkins, D.D.S. (resigned

August 1, 1973)

The Panel was first convened on April
24,1973 in an organizational meeting.
Working meetings were held on May 24
and 25, June 21 and 22, August 15 and 10,
October 10 and 11, November 29 and 30,
1973; January 17 and 18, February 27 and
28, April 3 and 4, May 9 and 10, June 19
and 20, July 24 and 25, September 19 and
20, October 16 and 17, December 4 and
5, 1974; January.15 and 16, February 20
and 27, April 2 and 3, May 7 and 8, Juno
24 and 25, August 12,13, and 14, October
9 and 10, December 3 and 4,1975:

63270
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January 23 and 24, February 24 and 25,
March 31 and April 1, May 11 and 12,
June 30 and July 1, July 28 and 29,
August 25 and 26, October 5 and 6,
December I and 2,1976; January 12 and
13, March 9 and 10, April 20 and 21, June
1 and 2, July 13 and 14, August 24 and
25. October 19 and 20, November 30 and
December 1,1977; January 17 and 18,
March 11 and 12, April 26, 27, and 28,
May 30 and 31, and June 1. and July 11,
12, and 13,1978.

The minutes of the Panel meetings are
on public display in the office of the
Hearing Clerk (HFA-305), Food and
Drug Administration (address given
above).

Five nonvoting liaison members
served on the Panel. Judy Jackson, Esq.,
nominated by the Consumer Federation
of America, served as the consumer
liaison until April 1974. Mary Plaska,
nominated by the American Public
Health Association, succeeded Ms.
Jackson in May 1974 and served until
May 1976. Sandra Zimmerman,
nominated by the Consumer Federation
of America, succeeded Ms. Plaska in
June 1976. Lester D. Apperson, Ph.D.,
nominated by the Cosmetic, Toiletry,
and Fragrance Association, served as an
industry liaison. Joseph L. Kanig, Ph.D.,
nominated by the Proprietary
Association, also served as an industry
liaison until January 1978.

The following employees of the Food
and Drug Administration served:
Clarence C. Gilkes, D.D.S. served as
Executive Secretary. Michael D.
Kennedy served as Panel Administrator
until January 1978 followed by Thomas
D. DeCillis, R.Ph. Melvin Lessing, M.S.,
R.Ph. served as Drug Information
Analyst until June 1977. George Kerner,
M.S. serves as Consumer Safety Officer.
Cindy Barkdull served as special
assistant from July 1977 to April 1978.
Elmer M. Plein, Ph.D. and Gordon H.
Schrotenboer, Ph.D. served as
consultants to the Panel.

The following individuals were given
an opportunity to appear before the
Panel to express their views either at
their own or at the Panel's request on all
issues before the Panel:
John E. Alman MA
Hazen J. Baron, D.D.S., Ph.D.
L B. Bender. D.D.S.
Malcolm Boone. D.D.S.
R. K. Boutwell, Ph.D.
Herbet Brilliant. D.D.S.
Richard C. Brogle, Ph.D.
Finn Brudevold, D.D.S.
Lewis.P. Cancro, Ph.D.
A. Chasens, D.D.S.
Neal W. Chilton, D.D.S.
Stephen A. Cooper. D.M.D., Ph.D.
D. Walter Cohen, D.D.S.
William E. Cooley, Ph.D..
Robert Ellison, D.D.S., M.S.

H. Fogels. D.D.S.
Sol Gershon. Ph.D.
William Gold. Ph.D.
Hans Graf. D.D.S.
F. Healey. Ph.D.
John Hefferren. Ph.D.
L. Kenneth Hiller, Ph.D.
George F. Hoffnagle, Sc.D.
Herschel S. Horowitz, D.D.S., M.P.H.
Marvin Kamisky, Ph.D.
Krishan Kapur. D.LD., M.Sc.
Kenneth Kasses, Ph.D.
Homer Jamison. D.D.S.. Ph.D.
Philip B. Lawson
Edgar Lazo-'Wasem, Ph.D.
Donald A. M. MacKay. Ph.D.
John H. Manhold. D.MD.
Craig R. Means. D.D.S., M.Sc.
Murray Rosenthal. MS.
Albert L. Russell. D.D.S., M.Ph.
Bernard Schneider, D.D.S.
James H. Stanton
Willard 1. Tarbet D.D.S., Ph.D.
Patrick Toto. D.D.S.
Aaron Trubman, D.D.S.
Paul Vinton. D.D.S.
Carrot S. Well, MA.
Elizabeth K. Weisburger, Ph.D.
S. C. Yankell. D.D.S.
K. Yeh, Ph.D.
A. Albert Yurkstas, D.M.D.

No person who so requested was
denied an opportunity to appear before
the Panel.

The Panel was charged to review
submitted data and information for OTC
dentifrice and dental care drug products.
Because all such agents are not used for
the same purpose, it was not possible
for the Panel to 'stablish a single
standard of requirements for
effectiveness of each product. Therefore,
in an attempt to simplify categorization
of ingredients and labeling claims the
Panel placed the dental care drug
pr6ducts into one of the following
therapeutic classifications: (1) Agents
for oral mucosal injury, (2) agents for the
relief of oral discomfort, (3) anticaries
agents, (4) dental plaque disclosing
agents, and (5) denture aids.

On May 28,1976, the Medical Device
Amendments of 1976 became law. This
legislation amends the Federal Food.
Drug, and Cosmetic Act (21 U.S.C. 301 et
seq.) and provides new authority to
assure the safety and effectiveness of
medical devices. Several products
previously regulated as drugs that were
under review by the Panel came within
the definition of a medical device under
these amendments. The FDA reviewed
the products previously regarded as
drugs and concluded that the following
products in the Federal Register of
December 16,1977 (42 FR 63472] fall
within the definition of a medical
device: Denture cushions, dental
adhesives, dental reliners and repair
kits, denture cleansers, and plaque-
disclosing kits. The Panel wishes to

point out that during its deliberatibns
"kits" were not specifically addressed
and that the Panel's terminology fof
dental devices differs from that
published in the Federal Register. The
Panel used the following terminology in
evaluating these products: Denture
adhesives, denture reliners, denture
repair products, denture cleansers, and
dental plaque-disclosing agents.

In a notice published in the Federal
Register of May 2.1978 (43 FR 18769),
FDA announced that it had transferred
the responsibility for regulating OTC
dental care devices from the agency's
Bureau of Drugs to its Bureau of Medical
Devices and Diagnostic Products
(BMDDP). In addition, the notice
announced that the Advisory Review
Panel on OTC Dentifrice and Dental
Care Drug Products had summarized its
findings and recommended that the
agency transfer that portion of its report
coricerning products now regulated as
medical devices, together with the data
and information submitted in response
to the January 30,1973 notice, to
BMDDP. A summary of the Panel's
conclusions concerning the safety,
effectiveness, and labeling of those
products is included in the Panel's
minutes for the March 11 and 12.1978
meeting.

The Panel presents its conclusions
and recommendations for oral mucosal
injury drug products in this document.
The Panel's conclusions and
recommendations for the relief of oral
discomfort drug products and anticaries
drug products will be presented in future
issues of the Federal Register.

The Panel has thoroughly reviewed
the literature and data submissions, has
listened to additional testimony from
interested persons, and has considered
all pertinent data and information
submitted through April 26,1978, in
arriving at its conclusions and
recommendations.

In accordance with the OTC drug
review regulations (21 CFR 330.10), the
Panel's findings with respect to OTC
oral mucosal injury drug products are
set out in three categories:

Category I. Conditions under which
OTC oral mucosal injury drug products
are generally recognized as safe and
effective and are not nsbranded.

Category IL Conditions under which
OTC oral mucosal injury drug products
are not generally recognized as safe and
effective or are misbranded.

Category IIl. Conditions for which the
available data are insufficient to permit
final classification at this time.

1. Submission of Data and Information
Pursuant to the notice published in the

Federal Register of January 30,1973 (38

63271



62272 Federal Register I VoL 44, No. 214 I Friday, November 2, 1979 / Proposed Roles
FR 2781) requesting the submission of
data and information on OTC drugs
containing dentifrice and dental care
agents, the following firms made
submissions relating to the indicated
products that, the Panel has further
determined, contain active ingredients
or labeling which may be appropriately.
classified as oral mucosal injury drug
products. . :,

A. Submissibns by Firms
Firms and Marketed produdts
A-Trol Laboratories,,Topeka, KA 66604-I.D.

DentureMedication., , .i
Carter Products, Cranbury. NJ 08512--

Aerodent'(Green IV) lentifrice, Hydrogen
Peroxide.,

Church & Dwight Co., Inc., Syracuse, NY
13201-Arm did Hammer Baking Soda.

Cooper Laboratories, Inc., Cedar Knolls, NJ
07927-Amosan.

International Pharmaceutical Corp.,
Warrington, PA 18976-Gly-Oxide Liquid.

McKesson Laboratories, Fairfield, CT 06430-
Ora-Fix Medicated Denture Adhesive.

Merrell-National Laboratories, Cincinnati,
OH 45215-Cepdcol Mouthwash.

Rystan Co., Inc., White Plains, NY 10605-w-
Chloresium Toothpaste, Chloresium Dental
Ointment, Chloresium Solution.

Warner-Lambert Co., Morris Plains, NJ
07950-Listerine Antiseptic; - ,

Carter-Wallace, Inc., Cranbury, NJ 08512-
Dicalcium Phospihate, Hydrogen Peroxide,
Sodium Fluoride. -

B. Labeled Ingredients Contained in
Marketed Products Submitted to the
Panel

Alcohol
Allantoin'
Benzocain .
Benzoic acid
Boric acid
Carbarnide peroxide in anhydrous glycerol
Cetylpyridinium chloride
Eucalyptol
Hydrogen peroxide
Menthol
Methyl salicylate
Phosphate buffers
Sodium bicarbonate
Sodium bitartrate
Sodium perborate mofiohydrate
Sodium peroxyborate monohydrate

(derived from sodium perborate) buffered
with sodium bitartrate

Thymol
Thymol Iodide'
Water-soluble derivitives of chlorophyll

"at"

C, Classification of Ingredients
1, Active ingredients ifor oral m ucosc

injury).
Allantoin
Carbamide peroxide in anhydrous glycero

(carbamide peroxide in anhydrous glycerbl)
Chlorophyllins water-soluble (water-'

soluble derivatives of chlorophyll "a")
Hydrogen peroxide in aqueous solution

Sodium perborate monohydrate (sodium
peroxyborate monohydrate]

2. inactive ingredients.
Glycerin
Phosphate buffers,
Sodium bitartrate"

3. Ingredients to be discussed by the
Panel in subsequent documents issued
in the FederalRegister either as OTC
drugs for the relief of oral discomfort or
as anticaries agents.

Benzocaine (as an oral mucosal analgesic
and as a toothache relief agent)'

Menthol (as an oral mucosal analgesic)
* Methyl salicylate (as an oral mucosal

analgesic and as a toothache relief agent)
I Sodium bicarbonate (as an anticaries
agent).

4. Ingredients deferred to the Advisory
Review Panel on OTC Oral Cavity Drug
Products for evaluation for oral
antiseptic claims

Alcohol
Benzoic acid
Boric acid
Cetylpyridhiium chloride
Eucalyptol
Menthol
Sodium perborate monohydrate

I Thymol
Thymol iodide

D. Referenced OTC Volumes
All "OTC Volumes- cited throughout

this document include submissions
made by interested persons pursuant to
the call-for-data notice published in the
Federal Register of January 30, 1973 (38
FR 2781). All of the submitted ".
information included in these volumes,
except for those deletions which are
made in accordance with § 330.10(a)(2)
(21 CFR 330.10(a)(2)), will be put on
public display after November 26,1979,
in the office of the Hearing Clerk (HFA-
305), Food and Drug Administration, Rm.
4-65, 5600 Fishers Lane; Rockville, MD
20857.

U. General Statements and
Recommendations

A. General Comments
The OTC Dentifrice and Dental Care

Agents Panel was charged with the
review and the evaluation of safety and
effectiveness data on dentifrice and
dental care ingredients and
combinations thereof, the adequacy of
their labeling, and to advise the
Commissioner on the promulgation of

l monographs establishing conditions
under which these OTC drug products
are generally recognized as safe and
effective and not misbranded. The Panel
also served as a forum for the exchange
of views regarding the prescription or
nonprescription status of these various
active ingredients and combinations
thereof. Panel members were expected
to call upon their own expert knowledge

and experience in carrying out each
element of this charge.

This document contains both general
statements and recommendations
applicable to the entire class of products
reviewed by the Panel as well as
specific statements and
recommendations applicable to oral
mucosal injury drug products.

B. Definitions
The following definitions have been

adopted by the Panel. These definitions
reflect the Panel's intended meaning of
terms as specifically used In this
document in reference to oral mucosal
injury drug products. Some of these
definitions also apply to the other drug
categories reviewed by the Panel. Some
degree of variation with more widely
accepted defintions of the same terms
may exist.

1. Buffering agent. An agent or system
which has the ability to resist a change
in pH (hydrogen ion concentration),
particularly in aqueous solution, upon
the addition of an acid, alkali, or upon
dilution with a solvent.

2. Dental care agent. Any drug or
dosage form used to treat or prevent
disease of the teeth or soft tissue In the
oral cavity.

3. Dental (dentin) hypersensitivity. A
term which implies that the teeth are
mqch more reactive than normal to
sensory stimuli such as heat, cold, sour,
sweet, or touch. Hypersensitivity can
occur when dentin is exposed to the oral
environment as a result of abrasion,
erosion, gingival recession, or a defect In
the enamel or cementum.
" 4. Dentifrice. In this document'a
dentifrice is a pubstance used with a
toothbrush to cle.an the accessible
surfaces of the teeth. Dentifrices are
ordinarily composed of water, detergent,
humectant, binder, and flavoring agents
and a finely powdered abrasive as the
principal ingredient. In this document,
dentifrice is considered to be an
abrasive-containing dosage form for
delivering therapeutic ingredients.

5. Dosage. A quantitative schedule
that includes the amount of drug that Is
ingested or applied at one time (the
dose) and the time Intervals at which
the dose is given; the schedule may
include the duration of therapy.

6. Dosage form. The pharmaceutical
preparation, e.g., solution, suspension,
paste, tablet, ointment, In which the
drug is administered.

7. Dose. The quantity of a drug that Is
ingested or applied at one time.

8:Dose-response. The relationship
between the dose of a drug and the
magnitude of the effect produced by that
dose.
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9. Double-blind study. A testing
procedure in which neither the
investigator nor the subject (patient)
knows whether an experimental drug or
its control has been given.

10. Gingvitis. Inflammation occurring
in the marginal and/or papillary gingiva
as a response to bacterial plaque.

11. Hypersensitivity. Literally means
"more sensitive than normal." In general
health care, the term is almost
synonymous with allergy and implies
that the person has been exposed to a
drug, develops antibodies to it. and then
reacts adversely to the drug upon
subsequent exposure whereas the
normal subject does not (see definition 3
above-Dental [dentin)
hypersensitivity.

12. Mlinor gum disorders (injury).
Inflammation related to mechanical
irritation or mihor injury of the gingival
tissues. The Panel does not consider
gingivitis caused by dental plaque to be
a minor gum disorder amenable to self-
diagnosis or treatment by OTC
preparations.

13. Mouthwash (oral rinse). A
resolution often containing breath-
sweetening, astringent, demulcent,
detergent, and/or germicidal agents
which is used for freshening and
cleansing the mouth, or for gargling. In
some instances, such a vehicle may be
used to deliver an active drug to the oral
mucosa or teeth. The Panel prefers the
terms oral rinse and dental rinse
according to their respective areas of
use (for the oral mucosa or the teeth)
rather than mouthwash.

-14. Necrosis. Refers to circumscribed
localized areas of cell or tissue death
caused by almost any type of seyere
injury.

15. Oral mucosal analgesic (topical
anesthetic). An ingredient used in dental
care drug products for surface
application in the oral cavity to provide
temporary relief of oral discomfort by an
analgesic or anesthetic effect.

16. Oral mucosalinjuzy. Injury
occurring to the soft tissue in the oral
cavity.

17. Oral mucosal injury agent. An
agent which relieves oral soft tissue
injury, e.g., by cleansing or promoting
the healing of oral wounds (minor oral
irritations).

18. Oral mucosal protectant. An agent
which is a pharmacologically inert
substance which forms an adherent,
continuous, flexible, or semirigid coating
when applied to the oral mucous
membranes. The coatiftg protects the
irritated area from further irritation due
to the activity of oral structures.

19. Oral woundcleanser. A
nonirritating preparation which assists
(physically-or chemicaly) in the removal

of foreign iiaterial from small
superficial oral wounds and does not
delay wound healing.

20. Oral wound healing agent. A
nonirritating agent which aids in the
healing of small superficial oral wounds
by means other than cleansing and
irrigating, or by serving as a protectant.

21. Pharmacotherapeutic. The Panel
classified ingredients into various
pharmacotherafeutic groups according
to the expected therapeutic effect at the
intended site of action.

22. Placebo. An inactive substance or
preparation used in controlled studies to
determine the effectiveness of an agent
presumed to be active. Generally, a
placebo preparation will be identical to
the test preparation except that the
active or test agent will not be present.

23. Professional labeling. Drug
directions for the use of a product
intended for, and distributed only lo,
health care professionals.

24. Prophylactic. The term
"prophylactic" indicates the prevention
of disease. In this document,
"prophylactic" is synonymous with
"preventative."

25. Sloughing. A slough is a mass of
dead tissue in, or cast out frbm, living
tissue. Sloughing is the formation or
separation of dead tissue from living
tissue.

26. Systemic effect. An effect related
to the entire body as contrasted to a
local effect, which is an effect on one
specific structure. In general, drugs
which are absorbed into the blood
stream can be assumed to exert
systemic effects, although the desired
and the observable sites of action may
be fairly specific structures or organs.

C. The Dentist and OTC Drgs in Oral
Health

The level of sophistication of dental
science has accelerated at a remarkable
rate in the past two decades. This era
has seen the introduction of (1) an air
turbine for high-speed tooth cutting, (2)
improved methods of pain control, (3)
new scientific findings in pulpal and
periodontal biology, (4) advances in oral
microbiology and plaque control, (5)
modem restorative materials including
tooth sealants, and.(6) expanded
research and utilization of paradental
personnel. Modem dental practice now
stresses total comprehensive dental care
including the prevention of disease.
multiple restoration at a single
appointment. and preservation of
natural teeth. Good examples of the new
approach in dental care are the current
emphasis on prevention of caries by
fluorides and the promotion of
mechanical plaque-control hygiene

programs which are believed to prevent
periodontal disease and caries.

In spite of these advances in dentistry,
the need for dental care remains high
and is thought to be increasing. Among
factors responsible for the continuing
need and increasing demand for dental
care are (1) consumer education and
sophistication. (2) availability of funds
from increased personal income and
from third-party payment plans, (3)
requests by labor groups and low
socioeconomic groups for more dental,
as well as general. health care. and (4)
the continuing use of refined diets.

Because of these factors, it is
anticipated that the dental profession
will be unable to keep up with consumer
demand for oral health care. Therefore,
an increasing demand for self-
medication with OTC drugs will occur.
Some OTC drugs may provide
preventative care or temporary relief of
symptoms of disease and injury.

The Panel is aware that there is a
tremendous need for chemical agents to
counteract gingivitis and control
bacterial plaque. Control of plaque
could reduce dental disease: However. it
is difficult to achieve adequate control
in the majority of the population.
Children are not attentive to this need.
while handicapped persons may be
unable to carry out the plaque-control
program which requires diligence and
manual skills. Agents with antiplaque
and antigingivitis properties should be
developed through research by the
pharmaceutical industry, by dental
schools, and by governmental agencies.
For such an agent to become an OTC
drug quickly, it should be a drug
presently in use in the U.SA. for another
purpose, either as an OTC or a -
prescription drug. However, it appears
that such antiplaque and antigingivitis
agents, if they are forthcoming, will be
newly developed drugs requiring new
drug application (NDA} approval If
after a period of testing they are proven
safe and effective, and ifthey can be
labeled for safe and effective
nonprescription drug use, they may
achieve OTC status.

The Panel wishes to emphasize that
currently marketed mouthwashes
containing antiseptics do not
automatically fulfill the requirements of
an agent which has an effect on plaque
formation or which prevents gingivitis.
The Panel is aware that dental plaque
and gingivitis represent two of the
leading dental health problems in the
country today. For this reason the Panel
initiated a discussion oft and search for,
agents that could be generally
recognized as safe and effective for the
control, or prevention, orplaque and of
gingivitis.
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, As a result of this discussion a
number'of ingredients and rationales for
prevention or contr6l of these conditions
were submitted.

Present evidence suggests that goord
oral hygiene is important to the
prevention or reduction of inflammatory,
periodontal disease (Ref. 1). This
essentially means the removal of dental
bacterial plaque-and their products from
teeth on a regular basis. The removal or
reduction of these offending agents is
best accomplished by meclanical
means. The effectivenes of a patient's
ability to remove offending agents
mechanically depends upon the
'alignment of the teeth, the presence of
cavities or calculus, and whether the
supporting tissues are well adapted to
the teeth.

To supplement mechanical removal of
offending agents, a number of chemical
agents claiming usefulnegs.for
prevention'of plaque, calculus, or
gingivitis are presently under
investigation. The potential value and
safety of these agents, which include
quaternary ammonium compounds,
enzymes, organic fluorides, andvari)us
antibiotics have not been conclusively
ascertained. The specific antimicrobial
compounds for which some success is
claimed in clinical studies include
several agents. Among them are
cetylpyridinium chloride and
combinations of cetylpyridinium
chloride and domiphen bromide which
achieved a 30 to 40 percent reduction in'
dental plaque (Refs. 2 and 3). Other
potentially effective agents include
thymol and eucalyptol (Ref. 4), alexidine
(Ref. 5), peroxidep (Ref. 6), chlorhexidine
(Ref. 7), and an investigational
compound CC10232 (Ref. 2). A major
concern in the use of these agents is
their tendency to disrupt the normal
microbial ecologic balance of the h6st
(Ref. 8).

After considering these ingredients
and the theories and rationale proposed
for the effectiveness of drugs used for
prevention and control of plaque and
gingivitis, the Panel has concluled" that
such approaches are at present so
controversial that there can be no

,general recognition of the effectiveness
of these agents for these indications at
this time.

The Panel; therefore, recommends that
all claims stating or implying prevention,
control, or treatment of plaque or
gingivits be placed in Category II and
further recommends that antiplaque and
antigingivitis agents be investigated and
approved through the NDA process.
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D. Labeling for OTC Dental Products

Having reviewed all of the labels of
OTC dental preparations submitted, the
Panel recommends that labeling include
the-following:

1. Labeling. The Panel reviewed and
concurs with the OTC drug regulation
labeling (§ 201.6i (21 CFR 201.61)) which
states:

(a) The pri ncipal display panel of an over-
the-counter drug in package form shall bear
as one of its principal features a statement of
the identity of the commodity.

(b) Such statement of identity shall be in
terms of the established name of the drug, if
any there be, followed by an accurate
statement of the general pharmacological
category(ies) of the drug or the principal

- intended action(s) of the drug. Jn the case of
an over-the-counter drug that is a mixture
and that ha; no established name, this
requirement shall be deemed to be satisfied
by a prominent and conspicuous statement of
the general pharmacological action(s) of the
mixture or of its principal ihtended action(s)
in terms that are meaningful to the layman.
Such statements shall be placed in direct
conjunction with the most prominent display
of the proprietary name or designation and

.shall employ terms descriptive of general
pharmacological categorylies) or principal
intended action(s); for example, "antacid,"
"analgesic," "decongestant,"
"antihistaminic," etc. The indicdtions for use
shall be included in the directibns for use of
the drug, as required by section 502(f](1) of
the act and by the regulations in this part.

(cl The statement of identity-shall be
presented in bold face type on the principal-

display panel, shall be In a size reasonably
related to the most prominent printed hmtter
on such panel, and shall be in lines generally
parallel to the base on which the package
rests as it designed to be displayed.

2. Ingredients. Dentifrice and dental
care agents should contain only active
ingredients plus such inactive
ingredients as may be necessary for
formulation. The label should state the
quantity of each active'ingredidnt In
appropriate units to be specified later in
each section of this document. The '
Panel encourages the use of metric units.

The Panel strongly recommends that
all inactive ingredients be listed on the
label in descending order of quantity,
since the consumer may need to know,
for a variety of reasons, the ingredients
in the product. However the product
should not imply or claim that its
inactive ingredients have a therapeutic
benefit.

The Panel recognizes that although
full disclosure of flavoring and coloring
ingredients is desirable, this may be
impractical and confesing because of
the large number of ingredients which
may be involved. Thus, flavoring and
coloring ingredients may be listed In
accordance with present regulations for
labeling such ingredients in food
products.

3. Indications. The indications for use
of a dentifrice or dental care agent
should be simply and clearly stated.

Statements of indications for use
should be specific and confined to the
conditions for which the product Is
recommended. Indications should be
confined to those that a significant
portion of the target population can
reasonably self-diagnose. No reference
should be made, or implied, regarding
the alleviation or relief of symptoms
unrelated to the condition accepted as
an indication for use of the product.

Thus, a prominent and conspicuous
statement must be made of general
pharmacotherapeutic action. In addition,
the Panel recommends that the label
contain a clear indication of the
categories of dentifrice or dehtal care
agent and provide the user with a
reasonable expectation of the results to
be anticipated from use of the product.
For example, oral mucosal injury drug
products shall be labeled as elthef an
"oral wound cleanser" or an "oral
wound healing agent."

4. Directions for use. The directions
for use should be clear; direct, and
provide the user with sufficient
information to enable safe and effective
use of the product.

The label should include a clear
statement of the usually effective
minimum and maximum dose (or
concentration if more appropilate) per

I I I I
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time interval. If dosage varies with the
consumer's age, the directions should be
broken down by age groups. In

-appropriate instances, the usual
directions may be followed by "except
under the supervision of a dentist or
physician." The Panel will recommend
specific directions for use under each
drug statement in later sections of this
document.

E. Principles Applicable to Combination
Products

1. General combination policy. In
order to clarify the status of
combination products in the
marketplace, the Panel applied the OTC
drug review regulation (§ 330.10(a)(4))
which states:

(iv) An OTC drug may combine two or
more safe and effective active ingredients
and may be generally recognized as safe and
effective when each active ingredient makes
a contribution to the claimed effect(s); when
combining the active ingredients does not
decrease the safety or effectiveness of any of
the individual active ingredients; and when
the combination, when used under adequate
directions for use and warnings against
unsafe use, provides rational concurrent
therapy for a significant proportion of the
target population.

A product may contain two Category I
active ingredients that meet the
regulatory requirements as well as the
criteria adopted by the Panel, together
with suitable inactive ingredients,
provided that (a) the active ingredients
are safe andeffective and do not
antagonize the therapeutic usefulness of
each other, (b) the inactive ingredients
are safe and do not interact with, or
otherwise inhibit the effectiveness of the
active ingredients, (c) there is a
significant target population that has the
concurrent symtoms and can thus
benefit from use of the combination, (d)
use of the combination does not
decrease the safety due to adverse
effects over use of the single ingredient.
and (e) the combination contains
adequate directions for use and is
labeled with adequate warnings against
unsafe use.

The Panel recognizes that some OTC
dentifrice and dental care agent
products contain combinations of
ingredients. The Panel found that such
combinations contain active ingredients
both from the same and from different
pharmacotherapeutic classes. The Panel
is not convinced that combinations
containing two or more oral mucosal
injury agents from the same,
pharmacotherapeutic group would be
more effective than the single ingredient
alone. Moreover, combining full
therapeutic concentrations of two or
more ingredients for the relief of oral

mucosal injury may incur unwarranted
additional risk.

The alternative to combining two
ingredients from the same
pharmacotherapeutic class at each
ingredient's effective dose is fo combine
subtherapeutic doses of the ingredients,
on the theory that such a combination
will reduce the risk of side effects or
adverse reactions. The Panel prefers full
concentrations of single Ingredients,
because it Is not aware of any.data to
support the use of two ingredients in
subtherapeutic doses. Combinations
containing ingredients of the same
pharmacotherapeutic group at less than
the minimum effective concentration for
any one of the ingredients are, therefore,
classified in Category IL

The Panel recognizes that oral
mucosal injury drug products have also
been combined with active ingredients
from other pharmacotherapeutic groups.
The Panel has reviewed and classified
combinations of oral mucosal injury
active ingredients with active
ingredients for the relief of oral
discomfort, as discussed below.

The Panel is aware that oral mucosal
injury active ingredients have also been
combined with oral antiseptic, which
are presently under review by the OTC
advisory Review Panel on Oral Cavity
Drug Products, and with denture
adhesives, which are being reviewed by
the Bureau of Medical Devices. These
combination products were reviewed
and classified by this Panel as to their
rational for concurrent therapy.

The same general principles apply
when an active ingredient from a
different pharmacotherapeutic group
reviewed by another OTC drug advisory
Panel is combined with an active
ingredient of a pharmacotherapeutic
group reviewed by this Panel. The
rationale for such combinations should
be evaluated by FDA according to the
combination policy set forth in the
reports of both panels.

The Panel recognizes the extensive
marketing.history of many dental
preparations. Members of the drug
industry presented data to the Panel
summarizing their marketing history and
consumer complaint information. A
number of marketed products are
combinations which originated as
dentists' private formulas or which has
been adapted from formulas appearing
in older editions of such compendia as
the "Pharmaceutical Recipe Book" or the
"National Formulary." The effectiveness
of such products may never have been
subjected to scientific assessment even
though the products have been marketed
for many years. Apparent consumer
acceptance and testimonial data used
by many manufacturers as the sole

evidence of effectiveness and safety
were not acceptable to the Panel. When
claims of effectiveness were supported
solely by outdated experimental
methodology, this evidence for
effectiveness was also considered
unacceptable.

Regarding effectiveness, the Panel has
applied the OTC drug review regulation
[§ 330.10(a)(4)(ii)), which provides that
the reports of significant human
experience during marketing are
appropriate as a source of corroboration
for proof of effectiveness. In accordance
with these regulations, the Panel took
into account the marketing experience of
manufacturers as stated in their
submissions. Although the Panel found
these data helpful, marketing experience
did not overrule or substitute for the
Panel's other sources of knowledge of
safety, effectiveness, and rationale for
such combinations. Marketing
experience, alone, cannot be regarded
as constituting adequate proof of
effectiveness, nor should it be the only
basis for assessing the rationality and
validity of a combination drug product.

2., imitation of ingredients in
combination products. The Panel
believes that the interests of the
consumer are best served by exposing a
user of OTC drugs to the fewest
ingredients and the lowest dosage that
will provide a satisfactory level of
effectiveness. Single component OTC
drugs are preferable because they afford
a lower risk of undesirable side effects
and permit more precise treatment of
individual symptoms. The Panel
recognizes that there may be a rationale
for combining active ingredients in
certain OTC drugs; hoivever, such
combinations must be based on a sound
and logical scientific rationale.

The Panel recommends that not more
than two dentifrice and dental care
agent active ingredients be included in
any combination product because the
addition of more ingredients would
increase the risk to the consumer
without increasing the benefit.

3. Labeling of active ingredients. The
labeling must indicate the name and
quantity (concentration) of all active
ingredients, and the principle intended
action of each ingredient as well as the
indication for use of the product. The
Panel considers that the labeling for any
product that contains an active
ingredient for whictno claim is made is
misleading.

The Panel recommends that the
labeling of a combination product
containing active ingredients for
treatment of two or more concurrent
symptoms should emphasize that the
consumer use the product only when all
such symptoms are present. The
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consumer should be adequately
informed, through the labeling, of the
total therapeutic capabilities of the
product.

The Panel iecommends that each
claimed active ingredient in a
combination product must make a
statistically significant contribution to,
the claimed effect or effects of the-
product.

4. Criteria for Category I
combinations. The Panel recommends
the following general criteria for
Category I combination drug products
for the treatment of oral mucosal injury.

Two dentifrice and dental care agent
Category.I active ingredients from
different pharmacotherapeutic groups
may be combined to treat different
symptoms concurrently if each Category
I active ingredient is-present within its
established dosage range; the
combination is rational; there is a
significant target population that suffers
from the concurrent symptoms; and the
combination is as safe and as effective
as each individual active ingredient
used alone.

Labeling for the combination product
must conform to recommended labeling
for each activeingredient, and must
specify any additional information such
as drug interactions or adverse reaction:
that occur with the combination product,
but not with the individual ingredients
used alone. The labeling for a Category I
combination product should stress that
the product should.be used only when-
both symptoms are present. The
consumer needs to be properly informed
.about the therapeutic capabilities of the
product. The product's labeling should
not induce the consumer to take a
combination drug when a single entity is
appropriate and effective.

5. Category I combination drug
products for the treatment of oral
mucosal injury. The Panel recommends
that the following combinations be
classified as Category I for the treatmen
of oral mucosal injury.

a. Combinations of an oral mucosal
injury agent 'with an oral antiseptic.
(Note.-the advisability of adding an
antiseptic for the stated purpose is
under review by the OTC Advisory
Review Panel on Oral Cavity Drug
products.)

(i) An oral wound cleanser and an
oral antiseptic. The Panel finds that this
combination is ritional and should
provide additional protection from
infection for an oral wound.

(ii) An oral wound healing agent and
an oral antiseptic. The Panel finds that
this combination is rational, and the
antiseptic should help prevent infection,
thus allowing healing to occur as rapidl
as possible. At this time there are no

Category I oral wound healing agents,
but in the event data are generated to
support the movement of an oral wound
healing agent into Category I, this
combination would be acceptable.

b. Combinations of an oral mucosal
injury agent with a denture adhesive.
(Note.-the advisability'of adding a
denture adhesive for the, stated purpose
is under review by the Bureau of
Medical Devices.)

(i) An oral wound healing agent anda
denture adhesive. The-Panel finds that
this combination is rational. There is a
target population of persons who wear
dentures and develop minor wounds or
sores under the denture. This
combination should contain a label
instructing users that the combination
should not be used unless both
concurrent symptoms are present.

6. Criteria for Category II combination
products.-The Panel recommends the
following criteria for Category II
combination drug products for the
treatment of oral mucosal injury.

a. A combination is Category II if a
Category HI active ingredient or
Category II labeling is present in the

-combination product.
. b. A combination product containing
Category I active ingredients from the
same or different pharmacotherapeutic
groups is classified as Category-II if it
includes any ingredient in less than the

'-minimum effective concentration
established by the Panel.

c. If a combination contains an active
ingredient or other condifion that has
not been reviewed by this or any other
OTC drug advisory review panels, such
ingredientor condition is Category II
and the resulting combination then
becomes Category LI.

d. A combination product is classified
- as Category II if it includes-more than

two active ingredients from different
pharmacotherapeutic grOups.

e. A combination product is classified
as Category II if it contains active
ingredients from more than one'
pharmacotherapeutic group and there is
not a significant target population that
has a concurrent need for a drug from
each of these groups.

f. A combination is Category II if there
is no therapeutic rationale for the
combination, even if the individual
ingredients are Category I and the
combination conforms in all other
respects to the criteria for a Category I
combination,

g. A combination of two Category I
active'ingredients from different.
pharmacotherapputic groups is Category
II if the ingredients cannot be combined
because of chemical or physical
formulation problems that would result

in decreasing the safety or effectiveness
of the individual ingredients. "

7. Calegory 11 combination drug
products for the treatment of oral
mucosalinjury. The Panel recommends
that the following combinations be
classified as Category II for the
treatment of oral mucosal injury.

a. Combinations of two oral mucosal
injury agents-(i) Oral wound cleanser
and an oral wound cleanser. The Panel
finds no rationale for such a
combination. The Panel considered
whether the combination of short-acting
and a long-acting agent would be useful,
but such a combination is not on the
market. Based on current directions for
use of oral wound cleansers (spit out
after 1 minute), such a combination does
not appear useful.

(it) Oral wound cleanser and an oral
woundhealing agent. The Panel finds no
rationale for such a combination. If an
oral wound healing agent Is
administered in the same dosage form
with aa oral wound cleanser, the oral
wound healing agent will be removed
from its site of action when the oral
wound cleanser is spit out before It has
had-an opportunity to exert its intended
pharmacotherapeutic effect. In addition,
when an oral wound healing agent Is
used, prolonged contact with the wound
area is desired. These two
pharmacotherapeutic agents are
intended to be used sequentially and not
at the same time.

(iii) Oral wound healing agent and an
oral wound healing agent. The Panel
finds no rationale for such a
combination. The Panel did not review
any data relating to such combinations.,
There may be a rationale for combining
two such agents if each acts by a
different mechanism of action but data
must be generated to establish that each
ingredient makes a contribution to the
claimed effect.
, b. Comibinations of an oral mucosal

injury agent with an agent for the relief
of oral discomfort-(i) Oral wound
cleanser and an oral mucosal
protectant. The Panel finds no rationale
for such a combination. An oral mucosal
protectant forms a protective film over
the area to which it is applied. The use
of an oral wound cleanser in the same
dosage form with an oral mucosal
protectant would result in the cleanser
removing the protectant from the
affected area, thug making the
protectant ineffective.

(ii) Oral wound cleanser and a
toothache relief agent, The Panel finds
no rationale for such a combination, If a
toothache relief agent is administered in
the same dosage form with iroral
wound cleanser, the toothache relief
agent will be removed from its site of

I
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action when the oral wound cleanser is
spit out and, thus, before it has had an
opportunity to exert its intended
pharmacotherapeutic effect. These two
pharmacotherapeutic agents are
intended to be used at different sites in
the oral cavity.

(iii) Oral wound cleanser and an oral
mucosal analgesic. The Panel finds no
rationale for such a combination. If an
oral mucosal analgesic is administered
in the same dosage form with an oral
wound cleanser, the oral mucosal
analgesic will be removed from its site

'of action when the oral wound cleanser
is spit out. These two
pharmacotherapeutic agents are
intended to be used sequentially and not
at the same time.

(iv) Oral wound cleanser and a
counterirritant. The Panel finds no
rationale for such a combination. By
definition, a counterirritant is irritating,
and such an agent should not be used
when cleansing a wound. -

(v] Oral wound cleanser and a tooth
desensitizer. The Panel finds no
rationale for such a combination.

(vi) Oral wound healing agent anda
toothache relief agent An oral wound
healing agent is intended for use on
mucosal tissue, not on tooth pulp. A
toothache relief agent is intended for use
on irreversibly damaged pulp and
should only be used when there is no
possibility that the pulp injury is
reversible. Hence, an oral wound
healing agent would confer no benefit
when applied to tissue that has no.
potential for healing.

[vii] Oral wound healing agent and a
counterirritant The Panel finds no
rationale for such a combination. By"
definition, a counterirritant is irritating,
and such an agent should not be used on
i healing wound.

viii) Oral wound healing agent and a
tooth desensitizer. The Panel finds no
rationale for such a combination.

(ix) Peroxide-containing oral wound
healing agent and a oral mucosal
protectant. The Panel finds no rationale
for such a combination. If an oral
mucosal protectant is administered in
the same dosage form with a peroxide-
containing oral wound healing agent, the
bubbling action of the peroxide would
remove the protectant from the site of
action before it has had an opportunity
to exert the intended
pharmacotherapeutic effect.

(x) Peroxide-containing oral wound
healing agent and a oralmucosal
analgesic. The Panel finds no rationale
for such a combination. If an oral -
mucosal analgesic is administered in the
same dosage form with a peroxide-
containing oral mucosal analgesic, the
bubbling action of the peroxide would

remove the analgesic from the site of
action before it has had an opportunity
to exert the intended
pharmacotherapeutic effect.

c. Combination of an oral mucosal
injury agent with a denture adhesive.
(Note: the advisability of adding a
denture adhesive for the stated purpose
is under review by the Bureau of
Medical Devices.)

(i)An oral wound cleanser and a
denture adhesive. The Panel finds no
rationale for such a combination. The
bubbling action of the oral wound
cleanser would be antagonistic to the
adhesive and might dislodge It.

8. Criteria for Category II!
combination products. The Panel
recommends the following criteria for
Category III combination drug products
for the treatment of oral mucosal injury.

a. If a Category IIl active ingredient or
other condition Is presentin a
combination product containing no
Category II ingredient or labeling, the
combination is classified as Category Mll.

9. Category III combination drug
products for the treatment or oral
mucosal injury. The Panel recommends
that the following combinations be
clas~ified as Category M for the
treatment of oral mucosal injury.

a. Combinations of an oral mucosal
injury agent with certain agents for the
relief of oral discomfort--i)
nonperoxide-cantaining oral wound
healing agent and a oral mucosal
protectont. These two types of agents
may be combined providing testing is
performed to establish that the oral
mucosal protectant does not interfere
with the action of the oral wound
healing agent. The protectant wilJ hold
the oral wound healing agent in place at
the site of the wound and will also
protect the wound from further injury
and irritation.

(ii) Nonperoxide-contairdng oral
wound healing agent and a oral mucosal
analgesia. The oral mucosal analgesic
will provide relief of the symptoms of
pain or discomfort while the oral wound
healing agent promotes healing.

F. Statement on Category 11! Testing
Procedures

1. Comments on study design. The
Panel has agreed that the protocols
recommended in this document for the
studies required to bring a Category Ill
active ingredient into Category I are in
keeping with the present state of the art
and do not preclude the use of any
advances or improved technology in the
future.

Experimental design should take into
account the need to include a sufficient
number of ubjects or trials so as to
provide meaningful conclusions which

can be supported by appropriate
statistical analysis. The selection of
appropriate subjects or patients is of
major importance when the effect of a
drug in a specific condition for relief of a
specific symptom is under study.

Some bias exists in all-situations
wherein the subject, the observer, or
both make a judgment as to the nature
or magnitude of a response. Biological
factors also contribute to variation in
response between individuals in a given
study sample. Although bias and
biological variation cannot be
eliminated, their effect on the outcome
of an experiment can be minimized by
adopting a "double-blind, placebo-
controlled" or other suitably blinded
design. In such a design, one group of
subjects receives a placebo or dummy
preparation so that the placebo
response, unmodified by the
conditioning of the test, can be
established. In a double-blind study,
neither the subjects nor the observer can
distinguish the identity of the
preparations under test. This requires
that the test and placebo preparations
be indistinguishable in shape, color,
odor, and taste. However, in the case of
preparations containing active volhtile
agents or substances which affect'
sensory perception, it is impossible to
make the placebo indistinguishable from
active ingredients. When a placebo is
used for comparison, the test medication
should exert a quantitatively positive
effect which is statistically significant
when compared to the placebo. The
level of statistical significance which is
acceptable is described under each
Category M protocol. (See part II,
paragraph C. below-Data Required for
Evaluation.)

It is often desirable to include as a
positive control a standard drug which
is kn9wn to exert a significant effect
against the relevant symptoms being
tested. When a standard drug is used for
comparisodi. the test medication should
be at least equivalent to the standard.

Finally, the inclusion of two or more
dose levels (concentrations) of the drug
under test may be desirable in order to
provide an estimate of an effective
therapeutic dose range which is free
from undesirable side effects. If a
crossover design is utilized, ie., each
subject serves as his own control the
sequence in which the placebo,
standard, and test drugs are
administered should be randomized and
a sufficient "wash-out period" between
tests should be permitted.

Wherever possible, objectihie
measurements shouldbe made in
preference to subjective judgments.
However, subjective measurements may
be required if relevant to the symptom
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or symptom complex for which the drug
under test is to be used.

2. Testing period provided for
Category III conditions. The Panel has
determined that.the available' data are
insufficient (Category Il to classify
some conditions either as Category I or
Category IL Such conditions are
permitted to remain on the market, or to
be introduced into the market, after-the
date of publication of the final
monograph in the Federal Register,
provided that FDA receives notification
of testing in accordance with
§ 330.10[a(13) (21 CFR 330.10(a)(13)).
The Panel recommends that Category III
conditions should be tested within 2
years.

3. Testing guidelines for Category 11I
combination products. The Category 1H
active ingredients for the labeling
indication claims must be tested in-
accordance with the evaluation protocol
specified for that particular
pharmacotherapeutic classification. If,
when tested alone, the Category 1II
ingredient or ingredients can be shown
to be safe and effective in accordance
with the standards for evaluation
established in the protocolsIt will then
qualify for Category I status. The
combination will then contain only
Category I active ingredients bt still
must be tested to prove that each
ingredient makes a contribution to the
product's claimed effect(s).

An acceptable test procedure will be
one in which the proposed combination
and-each of the individual active
ingredients at the proposed dosage level
in the combination are evaluated, all in
the same study, and compared to a
placebo for effectiveness against the
relevant labeling claim. In this way, it
can be shown whether or not each
active ingredient in the combination
makes a contribution toward
effectiveness without incurring an
unnecessary decrease in safety.

G. Diug Misuse andAbuse
The potential for development of drug

tolerance and addiction due to the use
of oral mucosal injury drug products,
even when the patient is on an
unsupervised regimen, does not seem to
exist. However, the Panel believes that
misuse of dental care agents occurs
when an agent tends to give the sUbject
a false sense of security, thereby
diminishing his desire to seek
professional advice. When this
possibility exists, the label warnings
should alert the patient to this danger.
The problem becomes especially acute
in those cases where the.OTC
medication suppresses the signs of an
infection or other painful symptoms but
does not correct the underlying cause. In

another example, a person who needs
professional dental care may use an
OTC dental'care agent to enable him to
postpone the needed care. Labeling of
OTC oral mucosal injury drug products
should include warnings against
possible misuse of the specific
ingredients and should specify a.
maximum time period for use of the
product without the advice of a dentist
or physician..

H. Pediatric Considerations

The Panel reviewed the conditions
under which dental care products can be
safely used by children. Children are
defined as individuals under 12 years of
age. All of the agents reviewed by the
Panel are to be applied topically in the
oral cavity and are only inadvertently
ingested. For most drugs administered
topically, the concentration required for
children is equal tothat needed by
adults. Because the surface area treated
may be smaller in a child than in an
adult; the total amount of agent applied.
may be less in a child than in an adult;
however, under many circumstances the
total amount required by both age
groups will be similar. If the adult
dosage can be applied safely to children,
no special instructions are needed for"
reduced dosage in children; labeling
should, however, indicate that children
should be supervised in their use of the
agent. If ingestion of an adult dose might
cause adverse effects in a child, then the
quantity used by the child must be
restricted through labeling. In addition,
children under 5 years of age cannot be
expected to reliably expectorate a
dental product (Ref. 1). The dosage for
children under 5 years of age must be
safe for ingestion; if it is not, labeling
should restrict usage to children over 5
years of age.

The Panel recommends packaging in
containers with safety closures,
additional safety measures whenever
necessary and provision of a means for
measuring dosage or for single unit dose
packaging.
Reference

(1] Bamhart, W. E., et al., "Dentifrice Usage
and Ingestion among Four Age Groups,"
Journal of Denial Research, 53:1317-1322,
1974.

I. Inactive Ingredients

*A yariety of inactive ingredients is
used in the manufacture and formulation
of products reviewed by the Panel. Such
ingredients should be limited to agents.-
that are considered necessary and
*include abrasives, preservatives,
aromatics, vehicles, colorants,
sweeteners, anti-oxidants, buffers, and

other types of pharmaceutic aids for
particular dosage forms.

The Panel did not undertake an
extensive review of inactive ingredients
because it is the view of the Panel that
the safety and the advisability of
including specific Inactive Ingredients In
drug products should be reviewed by an
appropriate Panel. Since many of those
ingredients are used in the formulation
of many drug products other than those
reviewed by this Panel, it is not
appropriate that they be dealt with
specifically and solely in relation to
dentifrice and dental care agents except
when unusual problems arise. This is
the case with edetate disodium, which is
discussed in the recommendations for
Relief of Oral Discomfort Drug Products
to be published in a subsequent Issue of
the Federal Register.

For various reasons, individuals may
wish to avoid using certain inactive
ingredients found in drug products. Such
reasons include allergic reactions,
prbvious idiosyncratic responses, safety
concerns (whether valid or not), or
personal preferende. It Is impossible to
make a free choice in this regard unless
all the components of drug products are
listed on the labels. Therefore, this Panel
strongly recommends that FDA require
full ingredient labeling of inactive as
well as active ingredients in descending
order of quantities present in all drug
products. The Panel recognizes that
although full disclosure of flavoring and
coloring ingredients is desirable, this
may be impractical and confusing
because of the large number of
ingredients which may be involved.
Thus, flavoring and coloring ingredients
may be listed in accordance with
present regulations for labeling such
ingredients in food products. The Panel
recommends that FDA study the safety
of flavorings and colorings, in addition
to other inactive ingredients, so that
regulations for such ingredients can be
devised and applied to all drug products.

.Single Active Ingredient Products
The Panel has discussed dental

combination products earlier in this
document. (See part II. paragraph E,
above-Principles Applicable to
Combination Products.) The Panel
concludes that there are some
combinations which are rational for
concurrent therapy of multiple
symptoms for a significant portion of the
target population. However, for the
individual who has only one condition
and needs one ingredient, single active
ingredients afford the opportunity to
selectively treat such a condition. If a
single ingredient is safe and effective for
the treatment of a particular symptom,
the presence of other ingredients in the
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product exposes the patient to
additional risk of side effects or
idiosyncratic reactions.

Great variability with regard to side
effects induced by drugs is seen among
patients. Although these side effects and
the drugs prbducing them are sometimes
familiar to dentists, physicians, and
pharmacists, it is more difficult to
determine-which ingredient in a
combination is causing the side effect.
Furthermore, use of fixed combinations,
where a single ingredient product would
be sufficient, will expose the consumer
to additional risk of side effects and
allergic reactions without added benefit.
These difficulties are largely avoided
with single active ingredient products,
which many dentists and pharmacists
prefer to recommend. There was
agreement among Panel members that
the availability of products containing
single active ingredients would provide
increased opportunity for the public and
health professionals to select products
appropriate to treat the symptoms.

K_ Advertising

The Panel is aware that the role of
FDA is-to regulate labeling of OTC drugs
and the role of the Federal Trade
Commission is to enforce adherence to
such labeling in advertising. In addition
to recommending specific labeling
claims, warnings, and dosages, the
Panel would like to make some general
comments and recommendations
regarding advertising of drugs.

Advertisements extend the label
beyond the pharmaceutical counter or
medicine cabinet. The public may well
receive most of its attitudes toward
dentifrice and dental care agent
remedies from advertisements,
particularly television advertisements
that are often directed toward children.

For this reason the Panel strongly
urges the Federal Trade Commission to
challenge any advertisement which (1)
in any way negates or dilutes the
information on the label, especially the
contraindications and/or warnings; (2)
suggests or leans heavily on words-
phrases, and portrayals that lead the lay
person to assume that the product is to
be used in any manner not
recommended in the monograph
-established below, or that it cures when
in reality it only alleviates symptoms; (3).
promotes the misuse of the product; (4)
advertises either to the lay public or the
profession that a product or ingredient is
completely tested and proven safe and
effective when the Panel has found that
insufficient evidence is available to
establish general recognition (Category
II).

L General Statements on the
Determination of Safety and
Effectiveness for OTC Dental Products

The Panel evaluated the safety and
effectiveness of OTC dental active
ingredients as well as the proper dosage
ranges for OTC drug use. In reviewing
the scientific literature for these
ingredients, the Panel evaluated the
available data as to whether or not the
ingredient wai safd and effective.
Among those agents determined to be
safe and effective, the Panel did not
attempt to determine the drugs of choice
for any particular indication.

1. Determination of safety. In deciding
on the safety of a drug or combination of
drugs for the intended use, both animal
and human studies were considered.
The animal data usually related to
levels of the drug that might cause death
or cause other serious adverse effects on
vital tissues, such as the bone marrow.
liver, and kidneys. Also the drug might
cause adverse effects on teeth or
irritation of the oral mucosa. Animal
studies are also helpful in establishing
benefit-to-risk ratios for ingredients
which are commonly used.

Major attention was paid to
information related to adverse drug
effects in humans, both adults and
children. A knowledge of the toxicology
of the drug or drugs under consideration
both in animal studies and from human
experience make it possible to look
specifically for adverse effects In one or
more organs or systems. For example,
manufacturers of topical anesthetics
were required to show that the
ingredients used in their products were
safe when such ingredients were used in
effective concentrations.

It was desirable that there be studies
in which the drug was evaluated in Its
final composition and compared to its
vehicle control. However, there were
times when the Panel was called upon
to make judgments without benefit of
controlled pharmacological studies,
since they were not available for many
ingredients.

2. Determination of effectiveness. In
determining effectiveness for the
intended use, it was necessary to
consider each pharmacotherapeutic
group separately although certain
general principles apply to all groups.

In terms of effectiveness, animal
studies were seldom very helpful since it
is difficult to find animal models which -
closely mimic the course of oral
diseases and conditions in humans.

Major attention was paid to clinical
studies especially where the double-
blind technique could be employed. The
inclusion of a placebo as a comparison
was considered desirable and

comparison of the agent with a known
standard was also considered useful.

Studies utilizing objective
measurements, proper controls, and
statistical analysis carried considerable
weight in the Panel's decision to place
an ingredient in CategoryL Certain drug
actions make such objective
measurements extremely difficult or
impossible and, therefore, large well-
controlled subjective studies were
considered adequate. Partially
controlled and uncontrolled clinical
studies were of very limited value, but
both were considered by the Panel.
Clinical experience of a general nature,
if documented by qualified experts,
added somewhat to the final decision.

The Panel believes that claims of
superior effectiveness for one Category I
active ingredient over another Category
I active ingredient of the same
pharmacotherapeutic group should only
be permitted on the basis of proven
superiority in two or more adequately
conducted clinical trials on human
subjects by independent investigators
comparing the agentsdirectly in the
trials. Such claims should not be
permitted on the basis of laboratory
data.

Misleading superiority claims may
also appear as claims that state or imply
actions peculiar to a particular product,
when in fact those claims are applicable
to all OTC drug products or all Category
I ingredients of the same
pharmacotherapeutic group.

I. Agents for Oral Mucosal Injury

A. General Discussion

1. General comments. The Panel
recognizes that there is a consumer
population which has an occasional
need for OTC preparations to treat
minor gum disorders such as trauma or
irritation of a transient nature. The
Panel has classified such preparations
as agents for Oral Mucosal Injury. These
are agents which relieve oral mucosal
injury, e.g., by cleansing or promoting
the healing of oral wbunds (minor oral
irritations). These agents may aid in the
formation of new tissue. Agents for
relief of oral mucosal injury have been
in the marketplace for many years but
have not been previously classified as
such. Thus, this classification is new
and is presented to aid discussion..
Without this designation the drugs in
this group have been claimed to perform
varied and extravagent functions. The
creation of the classification has
enabled the Panel to recommend
specific labeling so that the drugs can
stay on the OTC market and be properly
used by the consumer. The Panel does
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not make any recommendations for
professional claims for these products.

Antiseptics and antimicrobials also
may possibly.aid healing, but the Panel
has deferred consideration of these
agents to the OTC Advisory Review
Panel on Oral Cavity Drug Products.
Agents for. Oral Mucosal Injury COMEI
are pharmacotherapeutically different
from other dental care agents which the
Panel classified as Agents for Relief of
Oral Discomfort in that OMI agents
have no direct effect on oral discomfort,
e.g., no anesthetic, analgesic, or
protective effect. Agents for the Relief of
Oral Discomfort will be discussed in a
subsequent issue of the Federal Register.

Agents for oral mucosal injury are not-,
intended for use in the treatment of
acute or chronic gingival disorders, such
as gingivitis and periodontal disease.
The Panel concludes that these are
conditions which cannot be self-
diagnosed and which require
professional treatment. These claims
have, therefore, been placed in CategoryII.

2. Classification. Panel has further
classified agents for oral mucosal injury
into oral wound cleansers and oral
wound healing agents.

a. Oral wound cleansers. These are
nonirritating preparations which assist
'(physically or chemically] in the
removal of foreign material from small
superficial oral wounds and do not
delay wound healing.

Oral wound cleansers are widely used
by the lay public and may be
recommended by the dental and medical
professions for cleansing of wounds
caused by trauma, minor dental
procedures, and other irritations of the
oral soft tissues. Such agents generally
contain oxygen-releasing compoufids,
such as hydrogen peroxide, or other
substances which release hydrogen
peroxide during use. Upon contact with
tissue or salivary catalase and
peroxidase, hydrogen peroxide
decomposes to form water and oxygen,
with resultant foaming action-due to
release of the oxygen gas. Oral-wound
cleansing action apllears to be a result
of this foaming activity, which
physically removes debris from the
wound. Evidence of effectiveness is
based largely on clinical impressions.

b. Oral wound healing agents. These
are nonirritating agents which aid in the
healing of small superficial oral wounds
by means other than cleansing and
irrigating, orby serving as a protectant.

The general features of wound healing
have been known and recognized for
centuries, but the exact mechanisms
involved are still poorly understood
(Refs. 1 and 2). Complications of wound
healing following surgery have been

markedly reduced, primarily because of
control of sepsis, improvements in
surgical techniques, and better
understanding of nutrition.

Factors involved in wound healing
can be divided into two general
categories: systemic and local. Systemic
factors include (1) physiologic condition
of the host, (2) nutrition, and (3)
hormones.,The local factors include (1)
blood and oxygen supply, (2) presence
of infection, (3) presence of foreign
material, (4) mobility of tissue, (5)
amount of tissue destruction, and (6)
type of tissue in which injury has
occurrbd (Ref. 3).

The process of wound healing is
arbitrarily divided into three .
overlapping stages: (1) Inflammatory, (2)
proliferative, and (3) reorganization or
remodeling (Refs. 4 and 5). Many
attempts have been made to find
substances which would accelerate or
modify these stages but none has been
generally accepted. However, it is
generally considered more important to
avoid complications and retardation of
wound healing than it is to accelerate
the normal, uncomplicated rate of repair
(Ref. b). If, however, promotion of
wound healing is claimed for ari
ingredient, it should have an effect on
one'or more of the three stages
mentioned above.

The ififlammatory response stage is
ordinarily a necessary prerequisite to
wound healing; to shorten this stage
would only be beneficial to specific
tissues, such as joint articulations where
pain and swelling increase as the
inflammatory process continues.'lhe
value of altering the inflammatory
response of oral mucosal injury has not
been established.

To modify the proliferative stage by
growth stimulation is a highly complex
process. While many substances inhibit
cell growth without requiring tissue
specificity, growth promoters ordinarily
have high tissue specificity and require
a multitude of co-factors (Refs. 7 and 8).
To imply that a substance is a growth
promoter when applied to tissues in
general is misleading and without a
sound and scientific basis.

The stage of reorganization or
remodeling depends primarily on the
synthesis and metabolism of collagen.
Collagen is the main constituent of'scar
tissue which is the end result of most
healing processes in higher vertebrates.
This means that tissue repair following
injury. depends largely on the proper
timing, rate of synthesis, and breakdown
of collagen molecules, as well as their
chemical and structural characteristics
(Refs. 9, 10, and 11). Modifying the
factors involved in this stage of healing

appears to be somewhat realistic and
promising (Ref. 12).

In summary, it is expected that an
agent which causes promotion of oral
wound healing with increase the rate of
normal collagen synthesis, producing
more rapid clinical improvement.
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B. Categorization of Data

1. Category I conditions under which
agents for oral mucosal injury are
generally recognized as safe and
effective and are not misbranded The
Panel recommends that the Category I
conditions be effective 30 days after the
date of publication of the final
monograph in the Federal Register.
Category I..Activo Ingredients.
- The Panel has classified the following
agents for oral mucosal injury as active
ingredients generally recognized as safe
and effective and not misbranded:

Carbamide peroxide In anhydrous glycerin
(as an oral wound cleanser)

Hyrogen peroxide in aqueous solution (as
an oral wound cleanser)

a. Carbamide peroxide in anhydrous
glycerin. The Panel concludes that
carbamide peroxide in anhydrous
glycerin is safe and effective as an oral
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wound cleanser for OTC use as
specified in the dosage section
discussed below.

Caramide peroxide is unstable in
aqueous solution but stable when
dissolved in anhydrous glycerin (Ref. 1).
Anhydrous glycerin can be' prepared by
-heating Glycerin U.S.P. at 150° C for 2
hours {Ref. 1). Carbamide peroxide in
anhydrous glycerin provides a means of
delivering hydrogen peroxide to the
wound site. On contact with water or -
saliva in the mouth, carbamide peroxide
readily decomposes to form
approximately 70 percent urea and
approximately 30 percent hydrogen
peroxide. In the presence of tissue and
salivary catalase and peroxidase, the
hydrogen peroxide then breaks down to
form water and oxygen.

(1] Safety. Clinical use and marketing
experience have confirmed that 10
percent carbamide peroxide in
anhydrous glycerin is safe for OTC use.

A concentration of 10 percent
carbamide peroxide yields
approximately 3 percent hydrogen
peroxide; this concentration of hydrogen
peroxide is within the range the panel
considers safe. Glycerin, in the
concentration used, and urea, in the
concentration generated, are both
considered safe (Refs. 2 and 3). In
humans, blackihairy tongue has been
considered by some to be attributable to
short term use of carbanide peroxide,
but this view is based on a single case
report (Ref. 4).

(2) Effectiveness. The Panel concludes
that 10 percent carbamide peroxide in
anhydrous glycerin is effective as an
oral wound cleanser.

The principle advantage of carbamide
peroxide is that it can'be used as a
convenient source of hydrogen peroxide.
The glycerin reportedly prolongs the
release of oxygen from the hydrogen
peroxide.(Ref. 5), but evidence for
prolonged release contributing to
effectiveness is not convincing (Refs. 6
through 9).

The Panel, therefore, concludes that
10 percent carbamide peroxide in
glycerin is equivalent to approximately 3
percent hydrogen peroxide in
effectiveness as an oral wound cleanser.
(See part UI. paragraph B.1.b.(2) below-
Effectiveness.)

(3) Dosage-Adults and children 2
years of age and older. Carbamide
peroxide 10 percent in anhydrous
glycerin.

(4) Labeling. The Panel recommends
the Category I labeling for products
containing oral mucosal injury active
ingredients. (See part II. paragraph B.1.
below--Category I Labeling.)

(5) Directions. Apply several drops
directly to the affected area of the

mouth. Allow the medication to remain
'in place at least 1 minute and then spit

out. Use up to four times daily (after
meals and at bedtime) or as directed by
a dentist or physican. Children under 12
years of age should be supervised in the
use of this product. For children under 2
years of age, there is no recommended
dosage except under the advice and
supervision of a dentist or physician.
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b. Hydrogen peroxide in aqueous
solution. The Panel concludes that
hydrogen peroxide in aqueous solution
is safe and effective as an oral would
cleaner for OTC use as specified in the
dosage section discussed below.

(1) Safety. Clinal use and marketing
experience have confirmed that 1.5 to 3
percent hydrogen peroxide in aqueous
solution is safe for OTC use.

Aqueous solutions up to 3 percent of
hydrogen peroxide are considered safe
for temporary use. This conclusion is
supported by animal studies and by
extensive human use upon
recommendation of the medical and
dental professions.

The results of very frequent or
prolonged application in animals are
conflicting but suggest that irritation
may occur (Refs. 1 through 4). Repeated
human usage of high concentrations (6
to 30 percent aqueous solution) for a
month or more has resulted in gingival
pathology and may also cause black
hairy tongue (Refs. 4 through 7).

Although prolonged use of 3 percent
hydrogen peroxide in aqueous solution
may produce irritation, the Panel
concludes that is safe for OTC use with
the recommended labeling discussed
below.

(2) Effectiveness. The Panel
concludes that 1.5 to 3.0 percent
hydrogen peroxide in aqueous solution
Is effective as an oral wound cleanser.

The removal of debris from the wound
by the use of hydrogen peroxide is
generally recognized by many dental
and medical practitioners. A mechanical
cleansing effect results from the foaming
action of the oxygen bubbles released
upon contact with tissue and salivary
catalase andperoxidase (Refs. 8, 9, and
10).

There is little experimental evidence
to support that the foaming action of the
hydrogen peroxide has a beneficial
therapeutic effect in terms of faster
wound healing.

Consideration of the antiseptic
properties of hydrogen peroxide was
deferred to the OTC Advisory Review
Panel on Oral Cavity Drug Products.

(3) Dosage-Adults and chldren 2
years of age and older. Hydrogen
peroxide 3 percent in aqueous solution.

(4) Labeling. The Panel recommends
the Category I labeling for products
containing oral mucosal injury active
ingredients. (See part I. paragraph B.1.
below-Category I Labeling.]

(5) Directions-{i) For direct
application. Apply several drops of full
strength (3 percent) solution to the
affected area of the mouth. Allow the
medication to remain in place at least I
minute and then spit out.

(ii) For use as an oral rinse. MiEx the
full strength (3 percent) solution with an
equal amount of warm water. Swish
around in the mouth over the affected
area for at least 1 minute and then spit
out.

(iii) For direct application and for use
as an oral rinse. Use up to four times
daily (after meals and at bedtime) or as
directed by a dentist or physician.
Children under 12 years of age should be
supervised in the use of this product. For
children under 2 years of age, there is no
recommended dosage except under the
advice and supervision of a dentist or
physician.
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Category I. Labeling

The Panel recommends the following
Category Ilabeling for oral mucosal-
injury active ingredients to be generally
recognized as safe and effective and not
misbranded:

, a. Indications-(1) For oral wound
cleanser drug products.

(i) "For temporary use in the cleansing
of wounds caused by minor oral
irritation or injury such as that following
minor dental procedures, or from
dentures or orthodontic appliances."

(ii) "For temporary use in the
cleansing of gum irritation due to
erupting teeth (teething)."

(2) For oral wound healing agent drug
products. The Panel has found no
Category I labeling indications
acceptable at this time and recommends
the Category III labeling claine'below.
(See part m. paragraph B.3. below-
Category III Labeling.)

b. Warnings-For both oral wound
cleanser and oral wound healing agent
drug products. (1) "Not to be used for a
p'eriod exceeding 7 days."

The reason for limiting use to 7 days is
that a lack of impr6vement of an
apparent oral mucosal injury may
indicate the presence of a serious
disease, e.g., cancer or periodontal
disease. Continued usb of the product
may delay diagnosis and treatment of
such conditions. The Panel is of the
opinion that the nvailable scientific
evidence indicates that there are no
indications which warrant the use of
any oral mucosal injury drug product
beyond 7 days except under the advice
of a dentist or physician.

(2) "Discontinue use and see your
dentist or physician promptly if

irritation persists, inflammation
develops, or if fever and infection
develop."

2. Category IH conditions under which
- agents for oral mucosal injury are not"

generally recognized as safe and
effective or are misbranded. The Panel
recommends 'that the Category II
conditions be eliminated from OTC oral
mucosal injury drug products effective 6
months after the date of publication of
the final monograph in the Federal
Register.

The use of agents for oral mucosal
injury under Category H conditions is
unsupported by scientific data and, in
some instances, by sound theoretical'
reasoning. The Panel concludes that the
Category II active ingredient, dosage
form, and labeling should be removed
from the market until scieitific testing
supports their use.

Category IL Active Ingredient
The Panel has classified the following

active ingredient for oral mucosal injury
as not generally recognized as safe and
effective or as misbranded:

Sodium perborate monohydrate (as a
wound cleanser)

a. Sodium perborate monohydrate.
The Panel concludes that soium
perborate monohydrate as a source of
hydrogen peroxide is not justified for
OTC use as an oral wound cleanser
based on an unfavorable risk-to-benefit
ratio.

Sodium perborate monohydrate
(NaBO3 O) (a synonym for sodium
peroxyborate (NaBO2H202)
monohydrate) releases hydrogen
peroxide when dissolved in water.
While the Panel concludes that aqueous
hydrogen peroxide 1.5 to 3.0 percent is
safe and effective as an oral wound
cleanser, the Panel is aware that the
concentrations of sodium perborate
monohydrate that would be effective for
OTC use as an oral wound cleanser are
not safe. The amount of boron contained
in one unit-of-use (1.2 g) package for
preparation of a single oral rinse
exceeds the maimurnm safe daily amount
of boron for ingestion; the resulting
solution releases a, concentration of
hydrogen peroxide less than the Panel's
minimal effective concentrations.
Furthermore, safety in.regard to lack of
tissue irritation by solutions of sodium
perborate monohydrate remains to be -
established.

(1) Safety. Gleason et al. (Ref. 1) state
that the toxicological aspects of the
sodium perborates cannot be
distinguished from those of sodium
borate, and boric acid, the toxicity of
which has been thoroughly studied
(Refs. 2 through 26). The Panel
concludes that the maximum safe

dosage of boron for adult humans is 0.09
g daily (Refs. 1 through 16, and 21).

On a chemical basis, boron (atomic
weight 10.8) is approximately 10.8
percent of the sodiun perborato
monohydrate molecule (molecular
weight 99.8). A single unit-of-use
package of a buffered sodium perborate
monohydrate oral rinse reviewed by the
Panel contains approximately 1,2 g
sodium perborate monohydrate (boron
content of approximately 0.13 g) to be
dissolved in 30 ml (1 oz) of water just
prior to use as an oral rinse (Ref,. 27],
Oral wound cleansers containing
peroxide are generally used up to four
times daily; four such 30 ml rinses
contain 0.52 g of boron, and if that
amount were inadvertently totally
ingested, the consumer would receive
nearly six times the amount safe for
daily ingestion.

In a recent study, one of the subjects
who followed the manufacturer's
directions for use of four daily rinses
failed to expectorate (and therefore was
presumed to have swallowed) 60 mg
boron (two-thirds the maximum safe
daily amount). However, the above rinse
(containing approximately 3.3 percent
sodium perborate, equivalent to
approximately 4 percent sodium
perborate monohydrate) yields a
hydrogen peroxide concentration
concluded by the Panel to be
subtherapeutic (see below).

Although the sodium perborate
monohydrate oral rinse reviewed by the
Panel is buffered by sodium bitartrate, it
is still quite alkaline, approximately pH
9 (Ref. 27). The potential irritancy of this
formulation to the oral mucosa has not
been adequately determined for the
concentrations which are currently
recommended by the manufacturer
(equivalent to 4 percentsodium
perborate monohydate). In early
studies designed to evaluate
effectiveness, oral-mucosal irritation
was noted within 2 to 7 days when
concentrations of approximately twice
the manufacturer's presently
recommended concentrations were used
three to five times daily. While no
irritation was noted in later studies
conducted over a longer period of time,
the concentration employed In these
later' studies was only one-half that
presently recommended by the
manufacturer.

(2) Effectiveness. When dissolved in
water, 34 percent of the sodium
perborate monohydrate molecule
becomes available as hydrogen
peroxide. If 1.2 g sodium perborate
monohydrate is dissolved in
approximately 30 mL (1 oz) of water as.
presently recommended (Ref 27), a
concentration of 1.3 percent hydrogen
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peroxide is obtained. This concentration
of hydrogen peroxide is below the 1.5
percent minimum which the Panel
considers to be effective as an oral
wound cleanser. (See part IL paragraph
B.1.b.2. above-Effectiveness.)

(3) Evaluation. An oral rinse
containing approximately 4.0 percent
sodium perborate (obtained by
dissolving 1.2 g sodium perborate
monohydrate and a buffer in 30 mL
water) yields a concentration of 1.3
percent hydrogen peroxide, which is lest
than the Panel's minimum concentration
(1.5 percent] for hydrogen peroxide as
an effective oral wound cleanser. If four
such 30 nL rinses were inadvertently
totally ingested in a day, the amount of
boron ingested would be nearly six
times the amount concluded by the
Panel to be safe for daily ingestion. If
the concentration of sodium perborate
monohydrate were increased to yield a
therapeutic concentration of hydrogen
peroxide when the salt is dissolved in
water, the risk of boron toxicity would
also be increased. The Panel, therefore,
concludes that the risk of boron toxicity

- that may be incurred by use of
concentrations of sodium perborate
monohydrate sufficient to yield
therapeutic conceitrations of hydrogen
peroxide is unjustified by benefit, if any,
from use of the salt as a source of
hydrogen peroxide. Furthermore, safety
from irritancy of oral mucosa has not
been established.
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Category IL Dosage Form

The Panel has reviewed several
dentifrice formulations containing
ingredients which have been classified
as agents for oral mucosal injury. A
dentifrice is intended to be used on a
toothbrush. The Panel concludes that

use of a dentifrice dosage form is
irrational in the treatment of oral
wounds because additional trauma may
result from the toothbrushing. In
addition, a dentifrice usually contains
an abrasive, and abrasivity of the
dentifrice may also interfere with
healing. This effect, however, is not as
harmful as the harmful effect of the
toothbrushing itself on the wound.

The Panel also notes that some
dentifrices have been marketed for the
treatment of gingivitis. The Panel has
placed all claims stating or implying
prevention, control or treatment of
gingivitis in Category I. Therefore, any
dentifrice, whether promoted as an
agent for oral mucosal injury or
gingivitis, is Category IL
Category IL Labeling

The Panel concludes that the use of
certain labeling claims related to the
safety and/or effectiveness of a product
are unsupported by scientific data and,
in some instances, by sound theoretical
reasoning. The Panel concludes that
such labeling should be removed from
the market.

The Panel concludes that drug
products which have antiplaque, plaque
control, or gingivitis claims are not
currently appropriate for the OTC
market because there is no general
recognition of any such drug products as
safe and effective for these indications
at this time. Accordingly, the Panel
recommends that such drug products
and claims should be evaluated by FDA
through the NDA procedure.

a. Oral wound cleansers. The Panel
concludes that the following indications
should not be cited for the use of oral
wound cleansers because the terms are
vague to the consumer; the conditions
described cannot be self-diagnosed they
are serious; and self-treatment of these
conditions may delay diagnosis:
"aphthous ulcers," "canker sores,"
"periodontal disease," and "pyorrhea."

The Panel also concludes that pain
relief is not a direct benefit obtained
from an oral wound cleanser and.
therefore, is not an acceptable
indication or claim. Some examples of
such labeling follow: "relieves pain
* * *,""temporary relief of minor
congestion and associated pain of
surface inflammation," "temporary relief
of distress," and "apply before a meal
for pain relief."

The Panel further concludes that
prevention of inflammation is not a
direct benefit of oral wound cleansing
and, therefore, should not be stated as
either an indication or as a claim. Some
examples of such labeling follow-
"prophylaxis of oral inflammation" and
"prevention of minor inflammation."
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Since oral wound cleansers should not
be used for more than 7 days without
professional supervision, their use as
"an aid to regular oral hygiene" is not an
acceptable indication.

Additionally, the Panel believes that
the direction to "massage the
medication on affected area" is
inappropriate since there is no. evidence
that massage of damaged tissue is
beneficial.

The Panel concludes that in addition
to the labeling citing above the-following
statements are not acceptable:

(1) "Not known to be irritating or
sensitizing" because it implies that such
reactions will never occur.

(2) "Promotes firmer a-id healthier
gums" because therapeutic benefit has
not been demonstrated and the term
implies long-term OTC use beyond 7
days.

(3) "Cleanser * * *witha * * *
microfoam" because the term is vague
and may be misleading.

b. Oral wound healing agents. The
Panel concludes that oralw6und healifig
agents do not contribute directly to the
relief of soreness, pain, or discomfort
and that these latter terms are,
therefore, not acceptable indications. In
addition, the Panel believes that
statements such as "clinically tested" or
"hospital tested" may cause the
consumer to assume that effectiveness
has been established unequivocally and
that other Category I ingredients are not
"clinically tested." Such statements,
therefore, are misleading. The phrase
"assists nature" is considered
ambiguous, would be difficult to prove,
and is not acceptable. ,

c. Oral wound cleansers and wound
healing agents. The Panel concludes
that the term "gum inflammition"
describes a manifestation of gingivitis or
may indicate the presence of
periodontal disease. These are serious
conditions which require the treatment
and supervision of a dentist or physician
as soon as possible since these
conditions cannot be self-diagnosed by
the consumer.

The term i"oral discomfort" is also
classified as Category II when -
associated with oral mucosal injitry
agents. These agents may only indirectly
provide relief of discomfort and are
intended to act directly either as a
cleanser or wound healing agent. Agents
for relief of oral discomfort, to be
discussed in a later issue of the Federal
Register, include such direct action
agents as local anesthetics.

3. Category III conditions for which
the available data are insufficient to
permit final classification at this time.
The Panel recommends that a period of
2 years be permitted for the completion

of studies to support the movement of
Category III conditions to Category 1.

The Panel concludes that adequate
and reliable scientific evidence is not
available at this time to permit final
classification of the ingredients and
conditions listed below. Marketing need
not cease during this time if adequate
testing is undertaken. If adequate
effectiveness data are not obtained
within 2 years, however, the ingredients
and conditions listed in this category
should no longer be marketed in OTC
products. The Panel recognizes that
these products have been available for a
number of years without reports of
serious side effects. Therefore, safety
testing guidelines need not conform to
those necessary for new drugs as noted
elsewhere in this document. However,
sincb oral wound healing agents are not
products generally recognized as
existing in the OTC marketplace, the
Panel concludes that testing must
provide safety and effectiveness when
applicable.

Category I. Active Ingredients
The Panel concludes that the

available data are insufficient to permit
final classification of the following

-active ingredients for oral mucosal
injury:

Allantoin (as a wound healing agent)
Carbamide peroxide in anhydrous glycerin

(as a wound healing agent)
Chlorophyllins, water-soluble (as a wound

, healing agent)
Hydrogen peroxide in aqueous solution (as

a wound healing agent
a. Allantoin. The Panel concludes that

allantoin ir safe but that there are
insufficient data available to permit
final classification of its effectiveness
for OTC use as an oral wound healing
agent as specified in the proposed
dosage section discussed below.

(1) Safety. Clinical us6 and marketing
experience have confirmed that 2
percent allartoin is safe for OTC use.

Allantoin is a drug which has been
used as a growth stimulant since 1912
(Refs. 1 and 2). A review published in
1946 (Ref. 3) indicated that allantoin had
been marketed in concentrations of 0.4
io 2 percent, often in combination with
chemotherapeutic agents and/or other
medications. Such preparations were
usually in ointment, solution, or powder
form and were intended primarily for"
topical application to the skin and
mucous membranes. The indications
were mainly the healing of suppurating
wounds, bums, abscesses, and ulcers, as
well as a wide variety of skin
conditions. Adverse reports have not
been found in the literature and an
evaluation published in 1972 stated that
no skin reactions had been reported

(Ref. 4). One report indicated that
allantoin in solution was painless when
applied to wounds (Ref. 5). When large
doses have been administered, orally,
intramuscularly, or intiavenously to
experimental animals and man, a
leucocytosis resppnse has been reported
to occur (Refs. 6 and 7].

The Panel has designated allantoin In
concentrations of up to 2 percent as safe
for topical application to oral muqouu
membranes because of its long history
of topical use without apparent toxicity
or other undesirable effects.

(2) Effectiveness. The literature
indicates that allantoin was most widoly
used as.a growth stimulant in the period
of 1930 to 1950 (Refs. 3, 5, and 7 through
18]. Unfortunately, in the majority of
these reports, effectiveness was based
on clinical impression in which modem
double-blind controlld, experimental
design was not employed. There have
been a few more recent studies, but
these also lack well-designed protocols
to document effectiveness (Refs. 19
through 22). Because the evidence In the
literature is insufficient to demonstrate
effectiveness, the-Panel concludes that
more data are needed to prove that
allantoin promotes healing, and
contributes significantlk, to healing when
incorporated into a combination with
other agents.

(3) Proposed dosage. Adults and
children 2 years of age and older.
Allantoin 0.4 to 2.0 percent.

(4) Labeling. The Panel recommends
the Category III labeling specified
below. (See part III. paragraph B.3,
below-Category III Labeling.)

(5) Directions. Apply directy to
affected area. Use up to four times daily
after meals and at bedtime or as
directed by a dentist or physician.
Children under 12 years of age should be
supervised in the use of this product. For
children under 2 years of age, there is no
recommended dosage except under the
advice and supervision of a dentist or
physician.

(6) Evaluation. Data to demonstrate
effectiveness as an oral wound healing
agent will be required in accordance
with the guidelines set forth below. (See
part III. paragraph C. below-Data
Required for Evaluation.)
References
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b. Carbamide peroxide in anhydrous
glycerin. The Panel concludes that
carbamide peroxide in anhydrous
glycerin is safe but that there are
insufficient data available to permit
final classification of its effectiveness
for OTC use as an oral wound healing
agent as specified in the proposed
dosage section discussed below.

(1) Safety. Clinical use and marketing
experience have confirmed that 10
percent carbamide peroxide In
anhydrous glycerin is safe for OTC use.
The safety of the ingredient is discussed
earlier in this document. (See part HL
paragraph B.1.a.(1) above-Safety.)

(2) Effectiveness. When peroxides are
brought into contact with the abundant
catalases and peroxidases of the oral
environment, the release of oxygen from
peroxide is rapid and of fleeting
duration. Moreover, the quantity of
oxygen released by therapeutically safe
concentrations is small Ten percent
carbamide peroxide yields
approximately 3.0 percent hydrogen
peroxide which further yields
approximately 1.4 percent oxygen.
Whether such relatively low transient,
concentrations of oxygen increase tissue
PO (oxygen partial pressure, i.e.,
oxygen tension) to promote wound
healing has not been adequately
determined.

While in vitro microrespirometry,
visual inspection, and subjective
histological evaluations have suggested
that topically applied peroxides may aid
wound healing by increasing the oxygen
consumption of tissues (Refs. I through
6), these methodologies are either
obsolete or too subjective to be reliable.
Microelectric methods are now used to
determine the role of various oxygen
concentrations in tissue metabolism
(Refs. 7 and 8). These methods, which
permit direct measurement of oxygen
tension in the liquid phase, are more
sensitive and accurate than
microrespirometry for a variety of
reasons reviewed by Clark and Sachs
(Ref. 9). Moreover, ultramicroelectrodes
can be used in vivo; such studies have
documented that a pOz gradient occurs
between a wound and an adjacent
capillary (Ref. 10). Further refinements
for studying the role of oxygen in wound
healing in vivo have included
radiometric monitoring of pO2 in
surgically created wound dead-spaces
(Refs. 10 and 11] as well as in silastic
tubing tonometers (Ref. 12). Such tudies
have shown that protein synthesis,
including the synthesis of connective

tissue and collpgen, increases in
"hyperoxic" conditions (40 to 70 percent
oxygen as compared with the 20 percent
oxygen present in air); bone repair
decreases in such concentrations and
increases only in "hypoxic" conditions
of about 14 percent oxygen (Refs. 13
through 18). Similar studies are needed
to determine whether the concentration
of oxygen obtained from 10 10 percent
carbamide peroxide significantly
increases tissue pOz and whether such
an increase correlates with accelerated
connective tissue and collagen
synthesis. The tissue pO2 determination
must be done by the use of modern
technology rather than by
racrorespirometry.

(3) Proposed dosage-Adults and
children 2 years of age and olden
Carbamide peroxide 10 percent in
anhydrous glycerin.

(4) Labeling. The Panel recommends
the Category M labeling specified
below. (See part III. paragraph B.3.
below-Category M Labeling.)

(5) Directions. Apply directly to
affected area. Use up to four times daily
after meals and at bedtime or as
directed by a dentist or physician.
Children under 12 years of age should be
supervised in the use of this product. For
children under 2 years of age, there is no
recommended dosage except under the
advice and supervision of a dentist or
physician.
-, (6) Evaluation. Data to demonstrate
effectiveness as an oral wound healing
agent will be required in accordance
with the guidelines set forth below. (See
part M. paragraph C. below-Data
Required for Evaluation.)
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c. Chlorophyllins, :wiater-soluble. The
Panel concludes that chlorophllins,
water-soluble, are safe but thatithere-are
insufficient data available-toperniit
final classification of effectiveness"for
*OTC use as'an oral wouna'hedling agent
as specifiedinthe proposedcdosage
section discussed below.

Chlorophyllins,- water-soluble, are
also known as potassium-sodium-copper
chlorophyllin andwater-soluble
derivatives -of thlorophyll.

(1)Safety..,Potassium-sodium-copper
chlorophyllin is a water-soluble,
saponified, metal complex-derivative of
chlorophyll "a". The Panelconcludes,
that thistcompound is.safe-.based!on
reports that1001o,t200 mg daily-have
been lngested by-sizableogroupsof '
people for'3-onths to 1year with'no -
deleterious effects (Refs.'L, 2, and 3). A
small group of patients given 500 mL of a
0.5,percent solution daily, intravenously,

for8-days in:cases-of subacute bacterial
endocarditis developed no toxic
symptoms (Ref. 1). Furthermore, topical
applicationlor treatmentof leg ulcers
(Ref. 4) and for woundhealing hfter a'
variety of-surgical procedtres.(Ref. 5)
has caused no apparent skinirritation.
Similarly, oral use-of this compoundlias
not produced-undesirable side effects
(Refs. 6,-frousjh 10). Finally,.no toxicity
was foundinxratsfedpotassium-sodum-"
copper chlorophyllinfor 2 years (Ref. 9).

(2) Effectivqness. VW~ile the
mechanisms whereby water-soluble
chlorophyllin'produces its effect have
not been defined, the medical literature
contains'numerous accounts of wounds
and ulcerations that did notxespond.to
other attemptsito induce-healing, but
that did heal zvith chlorophyllins
therapy. These accounts areanecdotal,
however, -andmust-be substantiated in
adequate weHl-cortrolledstudies.

Some investigators have
demonstrated that . ter-soluble
chlorophyllin stimulates the'growth,of

-fibroblasts-n in vitroffissue culture (Ref.
11) and that -chlorophyllin exerts a
bacteriostatic'effect on Organisms'found
on oral mucoia afid produces a decrease
in the acid production'of-saliva (Ref. 12).
In vivo studies include 'theinvesfigation
of-wound healing in animals (Ref. 1) and
the-measurementof'the -decline of
electrical potential during the healing
process (Ref. 13). The latter procedure
has been employed as an index to the
rate .of healing in experimental
abrasionsofhumans.
- (3)Proposed-dosage-Adultsand
children 2 years-ofage and older--iJ
Solution: Chlorophyllins, water-soluble,
0.2 percent in.aibuffered'saline solution
(pH 7.3 to 8;5).

'(ii) Ointmen&:Chlorophyllins, water-
soluble, 0.5-percentinm&suitable base.

(4) Labding. The Pandl'recommends
the Category IMl labeling-specffied
below. :[Sea-part'M.paragraph B.3.
below-Category-hMLabeling.

(5) Directions..Apply directly'to
affected area. Use uplo fourtimes daily
after meals and atbedtime or as
directed by a dentist orphysician.

'Children underi2years of age.should .be
supermised n the use of this product.For

-childrenunder.2 years ofage, there is no
recommendeaaosage exceptunder the
advice.nd supervision of a d~ntist ox
physician.

(6) Evaluation. Data to demonstrate
effectiveness as an oral wound healing
agent will be requiredi-accordance
with the-guidelines set forth below. (See
part MI.paragraph C. below-Data
Required for Evaluation.)
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d,-Iydrogen peroxide in aqueous
solution. The Panel concludes hydrogen
peroxide in aqueous solution is safe but
that thereare insufficient datetavallable
-to permit final classification of its
effectiveness for OTC use as an oral
wound healing agent as specified in'the
proposed dosage section discussed
below.

( 1) Safety. Clincal use and marketing
experience have confirmed that 1,5 to
3.0 percent hydrogen peroxide in
aqueous solution is safe for OTC use,
The safety of the ingredient is discussod
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earlier in this document. (See part UL
paragraph B.1.b.(1) above-Safety.)

(2) Effectiveness. The effectiveness of
hydrogen peroxide as an bral wound
healing agent is related to the
effectiveness of peroxide as discussed
under carbamide peroxide in anhydrous
glycerin. (See part I. paragraph
B.3.b.(2) above-Effectiveness.) There is
insufficient evidence to establish
effectiveness for this claim.

(3) Proposed dosage--Adults and
children 2 years of age and older.
Hydrogen peroxide 3 percent-in aqueous
solution.

(4) Labeling. The Panel recommends
the Category I labeling specified
below. (See part III. paragraph B.3.
below-Category M Labeling.)

(5) Directions--(i) For direct
application. Apply several drops of full
strength (3 percent) solution to the
affected area. Allow the medication to
remain in place at least 1 minute and
then spit out.

(ii) For use as an oral rinse. Mix the
full strength (3 percent) solution with an
equal amount of warm water. Swish
around in the mouth over the affected
area for at least 1 minute and then spit
out. ,

(Ili) For direct application and for use
as an oral rinse. Use up to four times
daily after meals and at bedtime or as
directed by a dentist or physician.
Children under 12 years of age should be
supervised in the use of this product. For
children under 2 years of age, there is no
recommended dosage except under the
advice and-supervision of a dentist or
physician.

(6) Evaluation. Data to demonstrate
effectiveness a an oral wound healing
agent will be required in accordance
with the guidelines set forth below. (See
part III. paragraph C. below-Data
Required for Evaluation.)

Category IlL Labeling
The Panel concludes that the

following labeling claims for oral wound
cleansers or oral wound healing agents
are presently unsupported by sufficient
scientific data to permit classification in
Category I. Additional data are required
ds indicated elsewhere in this document.
(See part IlL paragraph C. below-Data
Required for Evaluation.)

a. Oral wound cleansers. The claim of
"Longer oxygen action" (Ref. 1) must be
established by quantitative chemical
analysis. Visual estimations of intensity
and height of frothing (Refs. 1 through 4)
are too imprecise to be acceptable.

b. Oral wound healing agents. "For
temporary use to aid healing of minor
oral soft tissue wound due to injury."

Labeling should not use the term
"oxygenating" or otherwise imply that

peroxides aid wound healing by
increasing tissue oxygen consumption
unless a substantial increase in tissue
pO: (oxygen partial pressure, i.e.,
oxygen tension) can be demonstrated by
modem methodology. If a significant
increase in oxygen uptake cannot be
demonstrated when safe concerltrations
of peroxides are applied, the therapuetic
benefit of peroxides may be attributed
only to the mechanical removal of
necrotic tissue and oral debris, as
discussed under oral wound cleansers.
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C. Data Required for Evaluation

The Panel has agreed that the
guidelines recommended in this
document for the studies required to
bring a Category III drug into Category I
are in keeping with the present state of
the art and do not preclude'the use of
any advances or improved methodology
in the future.

1. General principles in the design of
an experimental protocolfor testing oral
mucosal injury ingredients. The
effectiveness of an oral mucosal injury
ingredient is dependent on its ability to
act as an oral wound cleanser or as an
oral wound healing agent. In order to
move from Category'Il to Category I,
the appropriate set of testing procedures
identified below must be performed and
found to be statistically significant in
safety and effectiveness.

a. Oral wouild healing agents. Wound
healing is not an isolated, single
phenomenon, but a series of complex
biologic events. It involves such
processes as platelet aggregation and
blood clotting- an inflammatory
response; alterations in the ground
substance; endothelial and capillary
proliferation; fibroblastic proliferation
and collegen production; epithelial
proliferation and surface covering (Ref
1).

Several animal models have been
employed to study wound healing.
These include (1) wounds of incision of
excision; (2) wound creating artificial
dead spaces, e.g., polyvinyl sponges,
stainless steel wire mesh cylinders; (3)

wounds resulting from insertion or
Injection of agents causing a sterile
inflammatory response, e.g., carageenin
or turpentine; (4) bum wounds; and (5)
wounds caused by ionizing radiation
and light, e.g., X-rays, ultraviolet, or
laser (Ref. 1)

Healing is not complete until the
disrupted surfaces are firmly bound by
scar tissue (which is the end result of
most healing processes), and there is a
complete surface covering implying
return of function. Therefore, any
measure of the rate of wound healing is
a measure of the rate of epithelialization
and of collagen synthesis.

The following tests are suitable for
testing of oral wound healing agents.
The Panel recommends that at least one
skin model and one oral mucosal model
be used to test the ingredient.

(1) Skitn models--(i) Measurement of
the rate of wound closure and
epithelializatzion. A suggested model to
study the rate of epithelialization using
an excision wound is based upon:the
model described by Lorenzetti,
Fortenberry, and Busby (Ref. 2).
Excision wounds are made in a test
animal with a sharp scalpel under
surgically clean conditions. The area
and the depth of the wound are to be
kept constant using a template and
confirming the excision by measurement
as one proceeds with the surgery. When
bleeding is under control, the wound
margins are traced onto Blendernim
tape,{3M Company, Minneapolis,
Minnesota) for a measurement. At this
point, the test material is applied to the
wound and covered with an appropriate
bandage for protection; similar excised
untreated wounds will serve as controls.

Wounds should be examined under
blind conditions every 2 to 4 days.
Measurement of the size of the wound is
made by placing Blenderm tape over the
wound and tracing the advancing edges
of new epidermal growth with a marking
pencil. The tape is then transferred to a-
paper where the area is traced and
appropriate measurements can be made.
The percent closure of the wounds from
the initial wound areas is to be
recorded. To compare the different test
treatments, analyses of variances should
be done to determine differences
between tests on the same animal and
differences between animals, as well as
differences between dressings on
different days, especially if different
observers were used. For individual
analysis on any one day, a t test can be
used.

(ii) Wound collagen formation and
maturation. Collagen metabolism is
intimately associated with tissue
regeneration and remodeling. The
synthesis of new collagen may be
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normal or-defective;if defectiveitwill -

lead to incomplete healing -f-woads or
to excessive scarformation, both-of
which depehd largelyirpon fhe atur of
the collagen fibers-as determinedbytthe
biosynthesis and malutation ofthe
collagen molecule.

The synthesis and maturation of
colagenis a comlilex-phenomenon.
There are airumber df-nodificationsoof
the mdlecule-t4hich -occur after the
constituent aminoacids'have been
incorporated into peptide linikages.tOxie
modification is -he hydroxylation-of-
proline and lysine; another is the
glycosylation ofhydroxyglysine-with -
galactose and1he zubsequerit
glycosylation of-some of'the
galactosylhydroxylysine residues-with
glucose. Finally, he'introdudtionof \
covalent cross-lifiks, bdifhintra- and
intermolecularly, is the last step' which
the collagen molecule undergoesbefore
becoming.structual connective'tissue.

A measure oftfis romplex
phenomenon-from synthesis of collagen
to its completeanaturalionin tissues isperformed'by (1 ileterminiig-salt-

soluble collagen, as -a-measure 6f-newly
synthesized collagen, (2)-weak organic
acid-soluble nollagen, -as an-measure of
collagen in'transitionfrom-newly
synthesized to completely mature
collagen, and (3) insoluble -collagen, as a
measure ofc6mpletelymatured and
cross-linkedcollagen.

Usingfthenodelsystem described
from the-deterniination-of-wound o
closure and epith6lialization,itfhexate
and mathrationrof-c6lagen can-be
determined. Wounds treated with-test
materials-can be -analyzed forie
progresstif collagen-maturation•
following woundingprocedures.

Collagen and the-state of the-collagen
molecule afterwounding-can-be
determined chemically byhe thod of
Prockop-and Uderffriend-(Ref'3;
radiochemically-by'the methoddf Aleo,
Novak, and Levy (Rf. 4), orthe-method
of Diegelmann, Roth1kopf, -and-Chen
(Ref. 5).The finalidata shouldTepresent
(1) absolute and'relative collagen
synthesis,:(2)relatve rate-of collagen

- synthesis, -and (3) the extent of-praline
hydroxylationinireated-and untreated
wound tissue.

(2) Animal ora mucosal models (oral
cavity of dogs-(Q Pundh biopsy model
Two independent-invesigatorssliould
separately testoral wound hsealing
agents on sufficient numbers ofbeagle
dogsto obtain a statistically'signifficant
result. It is suggested that at least ten
young, healthy dogs of either sex'be
studied by-eachinvestigator using a
crossover design for study of active
medication.in vehicle compared to,
vehicle without medication. -

Dogs are randomly assigned, halflto
the active group and'haffto the placebo.
Underlocal anesthesiaia5 mm punch
biopsy lesion-is made'in astandard area
of oral mucosa on one gide:[the bicuspid
area-avoiding theline where:the teeth
incise wouldhoe suitable). After

,hemorrhgeis stopped, the-dogis
returned'to its -cage and medicationor
placebo Irandomly numbered twith-a
three digit -number:according to
assignment) is -applied after'6 hours and
subsequently'3"to4 times -daily-at4-to.6
hour intervals for 7 days. A 'inse with
warm water is usedbefore each
treatment.

The dog is-examined Baily for
measurement of lesion size by aplastic
lesion-matrix..After.6 weeks tthe dog
receives a second-wound-on the other
side 6fits mouth4n -the same area and
the paired-mitication-treatmentis ased.

Meanlesiowsizefor eadhtreatment is
calculated and-statistically analyzed.
The-active medication.should be
statisticallybetter than theplacebo and
sh6uld demonstrate an effectin thefirst
7 days.

(ii) Othermethods. Industry and FDA
are encouraged to develop zther models
to measure wound healing-effectiveness.
The Panelsuggests that mucosal
abrasion-models 'currently used by FDA
to test-oral mucosal irritation may be
adaptedto measure wound healing
effectiveness.
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b. Oralwound-cleanse . The Panel
concurs with the testing proceduresfor
skin'wound dleansers stated in the
tentaive final inonographon'OTC:
Topical Antimicrobial Products
published in the Federal Register of
January6, 1978143FR 1210) and has
utilized these procedures-with
appropriatemodifications. '

Inherent in!he product's definition is
a demonstratin-of its ability to assist in
the cleansingand removal of foreign

material while:causing no delay in
wouid healing. In addition, bleanshig
ingredients wbich are classified as"peroxides".must be able to release
oxygen at the wound site,

The Panelrecognizes that the testing
of delay in wound healing, particularly
in human subjects, Is difficult, There Is a
need for the development of procedures
to determine whether-topical wounds
would delay healing in human subjeots.
Until adequate'human testing
procedures are-available, data-from
animal models will be required to
support safety of a product to be labeled
as an oral wound -cleanser.

(1) Animal test for delay in wound -

healing. The anel t:oncludes that one of
the following animal tests should be
used to evaluate and compare the oral
wound healing delay effects of oral
wound rleansers:

1(i) The subjects hould consist of 12
young adult male New Zealand rabbits,
Both antimicrobial-treated and
antimicrobial-untreated control animals
houldboused.

(ii) Theback ofthe rabbit shouldbe
shaved-so-that approximately 20 percent
of the totaFbody surface area is shaved.

(iii) The investigator should make a
wound by dermal -incision in the 9haved
area24 hours after clipping. A'sterle
technique must'be followed in making
the dermal incision. NeXt, the area
-should be-washed With 70 percent
isopropyl alcohol solution. Using a
scalpel, sixl'-inhlonglreehand
incisions, three on each side of the
mialine, approximately0.5 to 1 mm
deep, should be made through the dorsal
skin.'Ihese incisions should be full
thickness wounds. One-halfbf the
wounds (three incisions) should be
sutured. Treatments should begin-wi thin
1 hour after-woundinducement.

The three treatment conditions should
be tap water, an aqueous solution of the
wound cleansing agent, and no
treatment. Solutions should be prepared
-dalyin tap water immediately before
use. Each set of two incisions(i sutured
and'1nonsutured wound) should be
subject to one of the treatments. One mL
of solution should be gently applied for I

S-to 2 minutes-daily for 14 consecutive
days.-These daily applications should be
6 hours apart. The applieduiateridl
shotuld-be allowed to dry. After the
initial application, each incision should
be rinsed with tap water immediately
prior to subsequent,treatments and
gently dried. The animals should wear
collars throughout,the study to prevent
oral ingestion of test material.

[iv) To evaluate the test the-following
parameters shouldbe utilized: Body
weight should be determined for each
rabbit on days 0,7, and 14; wound-
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healing progress and general conditions
should be observed and described daily.
This is to be supplemented by color
photographs. Two animals each should
be sacrificed on days 1, 3, 5, 7,10, and 14
by air injection. Wound sections should
be evaluated and compared
microscopically.

(2) Evaluation of oral wound
cleansers in humans. The Panel was not
able at this time to develop a generally
acceptable procedure for evaluating of
oral wound cleansers and recommends
that the industry and FDA consider
suitable methods. The following
techniques have been used for other
purposes and 4nay have some
application in evaluation oral would
cleansers:

(i) Determination of leucocytes in the
oral rinse; an increase in the number of
leucocytes conipared to those obtained
from a tap water rinse indicates more
efficient wound cleansing. A technique
for determining leucocytes in oral fluid
was described by linkhamer (Ref. 1)
and by Wright (Ref. 2).

(ii) Determination of desquamated
epithelial cells from paraffin stimulated
saliva. The subject rinses with an active
ingredient test product or a control and
removes the rinse fluid. Then paraffin in
simulated saliva is collected for 5
minutes. Desquamated epithelial cells
are determined from a histological slide
of the saliva. An effective wound
cleanser will result in a lower count of
desquamated epithelial cells than the
control.

(iii) Buccal scrapings of the wound are
made after rinsing, an effective wound
cleanser shows less desquamated
epithelial cells than scrapings taken
from wounds after the control rinse.
References

(1) Klinkhamer, J. M., "Human Oral
Leucocytes," Periodontics, 1:109-117,1963.
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The Food and Drug Administration
has determined that this document does
not contain an agency action covered by
21 CFR 25.1(b) and consideration by the
agency of the need for preparing an
environmental impact statement is not
required.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201, 502,
505, 701, 52 Stat. 1040-1042 as amended,
1050-1053 as amended, 1055-1056 as
amended by 70 Stat. 919 and 72 Stat 948
(21 U.S.C. 321, 352, 355, 371)), and the
Administrative Procedure Act (secs. 4, 5,
and 10, 60 Stat. 238 and 243 as amended
(5 U.S.C. 553, 554, 702, 703, 704)), and
under authority delegated to the
Commissioner (21 CFR 5.1), it is

proposed that Subchapter D of Chapter I
of Title 21 of the Code of Federal
Regulations be amended by adding new
Parts 353, to read as follows:

PART 353-ORAL MUCOSAL INJURY
PRODUCTS FOR OVER-THE-COUNTER
HUMAN USE

Subpart A-General Provisions
Se-
353.1 Scope.
353.3 Definitions.
Subpart B-Active Ingredients
353.10 Oral mucosal injury active

ingredients.
353.20 Permitted combinations of active

ingredients.

Subpart C-[Reserved]

Subpart D-Labeling
353.50 Labeling of oral mucosal Injury

products.
Authority. Secs. 201,502, 505,701,52 Stat.

1040-I042 as amended. 1050-1053 as
amended, 1055-1056 as amended by 70 Stat.
919 and 72 Stat. 948 (21 U.S.C. 321, 35Z 355,
371]; (5 U.S.C. 553, 554, 702, 703, 704).

Subpart A-General Provisions

§ 353.1 Scope.
An over-the-counter oral mucosal

injury drug product in a form suitable for
topical administration is generally
recognized as safe and effective and is
not misbranded if it meets each of the
conditions in this Part 353 and each of
the general conditions established in
§ 330.1 of this chapter.

§ 353.3 Definitions.
(a) Oral mucosal injury. Injury

occurring to the soft tissue in the oral
cavity.

(b) Oral mucosal injury agent. An
agent that relieves oral soft tissue injury,
e.g., by cleansing or promoting the
healing of oral wounds (minor oral
irritations).

(c) Oral wound cleanser. A
nonirritating preparation that assists
(physically or chemically) in the
removal of foreign material from small
superficial oral wounds and does not
delay wound healing.

(d) Oral wound healing agent. A
nonirritating agent that aids in the
healing of small superficial oral wounds
by means other than cleansing and
irritating, or by serving as a protectant.

Subpart B-Active Ingredients

§ 353.10 Oral mucosal Injury active
Ingredients.

The active ingredients of the product
consist of the following when used
within the concentration established for
each ingredient:

(a) Oral wound cleansers. (1]
Carbamide peroxide 10 percent in
anhydrous glycerin.

(2) Hydrogen peroxide 3 percent in
aqueous solution.

(b) Oral wound healing agents.
[Reserved]

§ 353.20 Permitted combinations-of active
Ingredients.

(a) Any single oral wound cleanser
identified in § 353.10(a) may be
combined with any single generally
recognized as safe and effective oral
antiseptic.

(b) Any single oral wound healing
agent identified in § 353.10(b) may be
combined with any single generally
recognized as safe and effective oral
antiseptic.

(c) Any single oral wound healing
agent identified in § 353.10b) may be
combined with a denture adhesive.

Subpart C-[Reserved]

Subpart D-Labellng

§ 353.50 Labeling of oral mucosal injury
products.

(a) Statement of identity. The labeling
of the product contains the established
name of the drug, if any, and identifies
the product as either an "oral wound
cleanser" or an "oral wound healing
agent."

(b) Indications. The labeling of the
product contains a statement of the
indications under the heading
"Indications" that is limited to one or
more of the following phrases:

(1) For oral wound cleanser drug
products. (i) "For temporary use in the
cleansing of wounds caused by minor
oral irritation or injury such as following
minor dental procedures, or from
dentures or orthodontic appliances."

(ii) "For temporary use in the
cleansing of gum irritation due to
erupting teeth (teething)."

(2) For oral wound healing agent drug
products. [Reserved]

(c) Warnings. The labeling of the
product contains the following warnings
under the heading "Warnings": -

(1) For products containing any
ingredient identified in § 353.10(a) and
(b). (i) "Not to be used for a period
exceeding 7 days:'

(ii) "Discontinue use and see your
dentist or physician promptly if
irritation persists, inflammation
develops, or if fever and infection
develop."

(2) [Reserved]
(d) Directions. The labeling of the

product contains the following
statements under the heading
"Directions," followed by "or as
directed by a dentist orphysician"
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(1) For products containing carbanide
peroxide identified in § 353.10(a)(1).
Apply several drops directly to the
affected area of the mouth. Allow the
medication to remain in place at least 1
minute and then spit out. Use up to four
times daily after meals and at bedtime.
or as directed by a dentist or physician.
Children under 12 years of age should be
supervised in the use of this product. For
children under 2 years of age, there is no
recommended dosage except under the
advise and supervision of a dentist or
physician.

(2) For products containing hydrqqen
peroxide identified in § 353.10(a)(2)-(i)
For direct application. Apply several
drops of full strength (3 percent) solution
to the affected area of the mouth. Allow
the medication to remain in place at -
least 1 minute and then spit out. Use.up
to four times daily after meals and at
bedtime or as directed by a dentist or
physician. Children under 12 years of
age should be supervised in the use of
this product. For children under 2 years
of age, there i s no recommended dosage
except under the advise and supervision
of a dentist or physician.

(ii) For use as an oral rinse. Mix the
full str ngth (3 percent) solution with an
equal amount of warm water. Swish
around in the mouth over the affected
area for at least I minute and then spit
out. Use up to four times daily after
meals and at bedtime or as directed by a
dentist or physician. Children under 12
years of age should be supervised in the
use of this product. For children under 2
years of age, there is no recommended
dosage except under the advise and
supervision of a dentist or physician.

Interested persons are invited to
subilit their comments in writing
(preferably in four copies and identified
with the Hearing Clerk docket number
found in brackets in the heading of this
document) regarding this proposal on or
before January 24, 1980. Comments
should be addressed to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rin. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, and may be
accompanied by a supporting
memorandum or brief. Comments
replying to comments may also be
submitted on or before February 25,
1980. Comments may be seen in the
above office between 9 a.m. and 4 p.m.,
Monday through Friday.

In accordance with Executive Order
12044, the economic effects of this
proposal have been carefully analyzed,
and it has been determined that the,
proposed rulemaking does not involve
major economic consequences as
defined by that ofder. A copy. of the
regulatory analysis assessment

supporting this determination is on file
with the Hearing Clerk, Food and Drug
Administration.

Dated: October 1,1979.
Sherwin Gardner,
Acting Commissioner of Food andDrugs.
[FR Do. 79-.3590 Filed 11-1-79; 845 am]
BILUNG CODE 4110-03-M
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DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

21 CFR Part 868

[Docket No. 78N-1648]

Classification of Anesthesiology
Devices; Development of General
Provisions

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing
general rules applicable to the
'classification of all anesthesiology

/devices. The Medical Device .
-Amendments of i976 require FDA to
classify all medical devices intended for
human use into three categories: class I,
general controls; class II, performance
standards; and class III, premarket
approval. In the preamble to this
proposal, FDA describes the
development of the proposed regulations
classifying individual anesthesiology
devices, which are being published
elsewhere in this issue of the Federal
Register. The preamble also describes
the activities of the Anesthesiology
Device Classification Panel, an FDA

cadvisory committee that makes
recommendations to FDA concerning
the classification of anesthesiology
devices.
DATES: Comments on or before January
2, 1980, FDA pioposes that the final
regulation based on this proposal
become effective 30 days after the date
of its publication in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-0305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20851.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
722M
SUPPLEMENTARY INFORMATION:

Device Classification System

The Medical Device Amendments of
1976 (Pub. L. 94-295), hereinafter called
the amendments, establish a
comprehensive system for the regulation
of medical devices intended for humaki
use. Section 513 of the Federal Food,
Drug, and Cosmetic Act (the act) (21
U.S.C. 360c) establishes three categories
(classes) of devices, depending on the

* regulatory controls needed to providi
reasonable assurance of their safety
effectiveness. The three categories ai
as follows: class I, general controls;
class II, performance standards; and
class Im, premarket approval.

Most devices are not classified und
section 513 of the act until after FDA.
(1) received a recommendation from
device classification panel (an FDA
advisory committee); (2) published thi
Panel's recommendation for commeni
along with a proposed regulation
classifying the device; and (3) publish
a final regulation classifying the devi(
These steps must precede the
classification of any device that was j
commercial distribution before May 2
1976 (the date of enactment of the
amendments) and that was not
previously regarded by FDA as a nem
drug under section 505 of the act (21
U.S.C. 355). A device that is first offer
for commercial distribution after May
28,1976, and that is substantially
equivalent to a device classified unde
this scheme, is also classified in the'
same class as the device to which it ii
substantially equivalent.

A device that FDA previously
regarded as a new drug, or a newly
offered device that is not substantiall.
equivalent to a device that was in
commdrcial distribution before the
amendments, is classified by statute i
class I. The two types of devices jus
noted are classified into class III with
any FDA rulemaking proceedings. Th
agency determines whether new devi
are substantially equivalent to
previously offered devices by means.
the premarket notification procedure
section 510(k) of the act (21 U.S.C.
360(k)) and Part 807 of the regulations
(21 CFR Part 807).

Related Regulations

In the Federal Register of July 28, 1
(43 FR 32968), FDA issued final
regulations describing the procedures
for classifying devices intended for
human use. These regulations, which
were proposed in the Federal Registei
September 13, 1977 (42 FR 46028),
supplement the agency's regulations i
Part 14 (21 CFR Part 14) governing the
use of advisory committees. The agen
also issued interim device classificati
procedures in a notice published in th
Federal Register of May 19, 1975 (40 F
21848).
Activities of Panel

Anticipating enactment of the
amendments, FDA established seven
advisory committees to make
preliminary recommendations on dei
classification. The Anesthesiology
Device Cfassification Panel (the Pane
was originally chartered on October

1972, as the Panel on Review of
and, Anesthesiology Devices.
V On August 9, 1976, the Panel and other

preamendments device classification
panels were rechartered to reflect their
new responsibilities under the

er amendments, The agency directed each
has panel to reconsider its preamendments
I classification recommendations in light

of the new requirements. In 1976 and
E 1977, the Panel reviewed all devices

referred to it by FDA to make certain
that its recommendations were In

,ed accord with the amendments,
ce. Throughouf the Panel's deliberations,

interested persons were given an
in opportunity to present their views, data,

8, and other information concerning the
classification of anesthesiology devices.
The Panel also invited experts to testify
and sought information on many devices
from the published literature,

ed In November 1977, the Panel
submitted to FDA a preliminary report
of its recommendations. The report
included a roster of current and previous
Panel members and consultants ands listec all meeting dates. The agency

placed a copy of the report in the office
of the Hearing Clerk (HFA--305), Food
and Drug Administration, and
announced its availability to the public

Y by notice published in the Federal
Register of November 29, 1977 (42. FR
60792). At a meeting held on January 24,

nto 1978, the Panel changed its previous
t u recommendations concerning the
out classification of several devices. An
e addendum to the Panel report showing
ces these changes has been placed In the

office of the Hearing Clerk, Food and
of Drug Administration. Also available In
in the office of the Hearing Clerk are

summary minutes from all Panel
meetings, verbatim transcripts of
meetings held after May 28,1976 (the
date of enactment of the amendments),
and all references cited in individual

178 anesthesiology device proposed
classification regulations. Interested
persons may review these documents In
the office of the'Hearing Clerk (HFA-
305), Food and Drug Administration, Rm.

r of 4-65, 5600 Fishers Lane, Rockville, MD
20857, between 9 a.m. and 4 p.m,,

n Monday through Friday.
t. List of Anesthesiology Devices
zcy In 1972, FDA surveyed device
on manufacturers to identify the devices for
Le which classification regulations would
R be needed. Following this survey, FDA

developed a list of anesthesiology
devices. The Panel supplemented the list
using its members' knowledge of

al anesthesiology devices in use. Devices
that were solely for experimental or

ice investigational use or that were not
generally available were not included.

d) FDA is proposing to establish a new
3. Part 868 in Title 21 of the Code of

II I
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Federal Regulations. Part 868 will
consist of sections identifying each
anesthesiology device with a brief
narrative description and stating the
classification of that device. A list of the
anethesiology devices appears
elsewhere in this preamble.
Individual Anesthesiology Device
Classification Regulations

Elsewhere in this issue of the Federal
Register, FDA is issuing 149 individual
proposed regulations to classify each
anesthesiology device. The agency is
proposing to classify 22 anesthesiology
devices into class I (general controls),
119 anesthesiology dqvices into class II
(performance standards), and 8
anesthesiology devices into class 111
(premarket approval). The agency also
is publishing the recommendations of
the Panel regarding these devices, as
,equired by section 513(c)(2) and (d)(1)
of the act (21 U.S.C. 360c(c](2] and
(d)(1)).
Published Panel Recommendations

Each published Panel
recommendation concerning an
anesthesiology device includes the
information described below.

1. Identification. The Panel
recommendation and proposed FDA
classification regulation each include a
brief narrative identification of the
device. The identification statement is
necessarily broad because it applies to a
category or type of device rather than to
a specific device. As explained in
proposed § 868.1, any manufacturer of a
newly offered device who files a
premarket notification submission under
section 510(k) of the act and Part 807 of
the regulations cannot show merely that-
the device is accurately described by
the section title and identification
provisions of a classification regulation.
Although a new device may be
described accurately be the title and
identification in a classification
regulation, it is nevertheless in a class
Ill under section 513(f) of the act if it is
not substantially equivalent to a
preamendment device (or to a
postamendment device that has already
been reclassified from class III into class
I or class II). It is not practical for FDA
to publish an identification of each type
of device that is so detailed as to
anticipate every product feature that
may be relevant in determining whether
a new device is substantially equivalent
to devices previously classified by the
regulation. FDA believes that this
problem wasxecognized in, and
addressed by, the'premarket notification
procedures in section 510(k) of the act.
Accordingly, any manufacturer who
submits a premarket notification

submission should state why it believes
the device is substantially equivalent to
other devices in commercial
distribution, as required by § 807.87 (21
CFR 807.87), and whether the device is
described in a classification regulation.

2. Recommended classification. Each
Panel's recommendation describes
whether the device is recommended for
classification into class 1, class II, class
M.

For each device recommended for
classification into class I, the Panel
considered whether the device should
be exempt from any requirements under
certain sections of the act: section 510
(21 U.S.C. 360, registration), section 519
(21 U.S.C. 360i, records and reports), and
section 520(f) (21 U.S.C. 360j(fo, good
manufacturing practice requirements).
Although the Panel did not recommend
that any device be exempted at this time
from section 510 or section 519 of the
act, the Panel did recommend that the
manufacturers of several class I devices
be exempted from the good
manufacturing practice regulation in the
manufacture of these devices. The
agency's policy concerning these
exemption recommendations is
discussed below in the section of this
proposal concerning "Exemptions for
Class I Devices."

A Panel recommendation that a
device be classified into class 11
includes the Panel's recommended
priority ("high." "medium," or 'low") for
establishing a performance standard for
the device. Similarly, each Panel
recommendation that a device be
classified into class III includes the
Panel's recommended priority ("high."
"medium," or "low") for application of
premarket approval requirements to that
device. As explained below in the
section of this notice concerning
"Priorities for Class I and I Devices,"
FDA is not, however, proposing the
establishment of agency priorities at this
time.

3. Summary of reasons for
recommendation. The summary of
reasons for the Panel's recommendation
explains why the Panel believes a
particular device meets the statutory
criteria for classification into class , IL
or III.

Except in those instances in which
FDA's classification proposal differs
forn the Panel's recommendation, FDA
is adopting the Panels summary of
reasons as the agency's statement of the
reasons for issuing the regulations, as
required by section 517(f) of the act (21
U.S.C. 360g(f)).

The summary of reasons for a
recommendation identifies any device
that is an implant or a life-supporting or
life-sustaining device. The summary of

reasons for any implant or life-
supporting or life-sustaining device that
is not recommended for classification
into class I also explains why the
Panel determined that classification of
the device into class II is unnecessary
to provide reasonable assurance of its
safety and effectiveness. The agency
provides a similar explanation in the
"Proposed Classification" section of the
preamble to any proposal to classify an
implant or a life-supportig or life-
sustaining device into a class other than
class II.

4. Summary of data on which the
recommendation is based. In many
cases, the Panel based its
recommendations on Panel members'
personal knowledge of, and clinical
experience with, the devices under
review. Reliance on the Panel members'
clinical experience and judgment was
particularly common when the Panel
considered a simple device that had
been used extensively and was~accepted
widely before the amendments were
enacted. The legislative history of the
amendments states that the term "data"
has a special meaning in section
513(c)(2)(A) of the act, which requires
that a Panel recommendation summarize
the data upon which a recommendation
is based. As used in this section. "data"
refers not only to the results of scientific
experiments but also to less formal
evidence, other scientific information, or
judgments of experts (House Committee
on Interstate and Foreign Commerce,
Medical Device Amendments of 1976, H.
Rept. 94-853,94th Congress, 2d Session
(1976)). FDA has determined that
clinical experience and judgment are
valid scientific evidence for classifying
certain devices.

In many cases, FDA sought data and
information concerning the
classification of a device in addition to
that cited by the Panel. References to
these data and information are found in
the "Proposed Classification" section of
the preambles to individual
anesthesiology device regulations. FDA
is adopting, as the agency's statement of
the basis for issuing the regulation under
section 517(f) of the act, the Panel's
summary of the data on which a
recommendation to classify a device is
based, together with any additional data
and information cited in the preamble to
the proposed classification regulations.

5. Risks to health. In identifying the
risks to health presented by
anesthesiology devices, the Panel
recognized that few devices are
completely free of risk. The Panel listed
the risks it considered most significant,
especially those that are unique to the-
use of a device. In some cases, FDA has
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identified additional risks to health
presented by a device. These additional
risks are set out in the section of the
preamble concerning the "Proposed
Classification" of a particular device.

Because the classification
recommendations and FDA regulations

- do not identify all risks to health "
presented by anesthesiology devices,
future regulations establishing
performance standards under-section
514 of the act (21 U.S.C. 360d) and future
regulations requiring premarket
approval under section 515(b) of the act
(21 U.S.C. 360e(b)).may.identify
additional risks to health to be
addressed by FDA requirements.

Proposed Classification
Each proposed regulation to classify

an anesthesiology device states whether
FDA agrees with the Panel's
recommendation, describes the agency's
proposed classification of the device,
and proposes a new section in Part 868
in which- the device classification will be
condified.

FDA cautions that the final
claisification of a device may differ
from the proposal. Factors that may
cause such a change include comments
received in response to the proposal,

- new data and information, and the
agency's reconsideration of existing
information.
Priorities for Class II and Class I
Devices

For a device that the Panel
recommends be classified into class II or
class I, section 513(c)(2(A) of the Act
requires that the Panel recommendation
include, to the extent practicable, a
recommendation for the assignment of a
priority for application to the device of
performance standards or premarket
approval requirements. In reaching its
determination on priorities, the Panel
compared the relative risks and benefits
of the particular device with those of
other anesthesiology devices. The Panel
recommended a "high priority"
assignment only to those devices it
believed warranted the agency's
immediate attention.

FDA is not proposing at this time the
establishment of priorities either for
development of performance standards
for class II devices or for application of
premarket approval requirements to
class Ill devices, section 513(d)(3) of the
act authorizes, but does not require,
establishment of these priorities. The
agency, however, will establish such
priorities in the future. These priorities
will be based on the classification
panels' recommendations, .available
resources, and other relevant factors.
The agency's priorities will be reflected

in the agency's annual budget request
and other publicly available documents
and may be published in the Federal
Register.

To the extent it is not constrained by
statute or available resources, the
agency intends to impose premarket
approval requirements on class III
devices as soon as possible,

FDA's action of requiring submission
of premaket approval applications for
particular class Ill devices is dependent
upon the number of devices reviewed by
a panel and the priority of a particular
device in relation to other class III
devices considered by a panel. For
example, when FDA classifies only a
few devices within a panel's specialty
area. as class II, FDA may
simultaneously publish regulations
under section 515(b) requiring premarket
approval for many class HI devices
considered by the Panel, regardless of
whether a high or low priorityohas been
established for the devices. Where
practical, FDA will publish these
regulations during the post classification
grace period (at least 30 months) When a
device classified-into class Il by FDA
regulation may lawfully remain on the
market without a premarket approval
application. The grace period is
provided for in section 501(f) of the act
(21 U.S.C. 351(f)).
Exemptions for Class I Devices

Section 513 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 360c)
provides that FDA may exempt a device
recommended for classification into*
class I from a requirement urder the
following sections of the act: section 510
(21 U.S.C. 360), registration; section 519
(21 U.S.C. 360i), records and reports; and
section 520(f) (21 U.S.C. 360j(fl), good,
manufacturing practices.

Under section 510 of the act, a person
"engaged in the manufacture,
preparation,-propagation, compounding
or processing of * * * a device or
devices" must rdgister with FDA
(section 510 (b) through (i)), file a list of
devices (section 510(j)), and notify FDA
at least 90 days before beginning
commercial distribution of a device
(section 510(k)). (See Part 807 (21 CFR
Part 807).) Section'510(g)(4) authorizes
the agency to exempt a device from
section'510 if it finds that compliance
with that section is not necessary for the
protection of the public health. In •
§ 807.65 (21 CFR 807.65), FDA has
exempted certain classes of persons
from section 510 of the act. Several
device classification panels have
recommended that manufacturers of
certain class I devices also be exempted
from all or some of the requirements of
section 510. The agency has determined

that protection of the public health
requires that manufacturers of medical
devices, other than those already
exempt under § 807.65, register and list
their products with FDA to ensure that
the agency can identify these
manufacturers and their products and
conduct necessary inspections.

The agency has determined, however,
for certain devices, that 1i is not
necessary for the protection of the
public health that FDA receive
premarket notification submissions.
Thus, the agency is proposing to exempt
certain devices from Subpart E of Part
807 of the regulations, which implements
section 510(k) of the act. The agency
does not, at this time, anticipate that
premarket approval will be required for
these devices. The agency believes that
the semiannual updating of device
listing under section 510{j)(2) will
provide FDA with adequate notice of
new products within these generic typos
of devices.

Section 519 of the act authorizes FDA
to issue regulations requiring device
manufacturers, importers, and
distributors to establish and maintain
such records, make such reports, and
provide such information as the agency
may reasonably require to assure that
devices are not adulterated or
misbranded and to otherwise assure
their safety and effectiveness. The
records and reports requirements in
several of FDA's present device
regulations are authorized, wholly or in
part, by section 519. The most extensive
of these requirements are fqund in the
device good manufacturing practice
(GMP) regulation. under Part 820 (21 CFR
Part 820), published in the Federal
Register of July 21, 1978 (43 FR 31508). In
the future, FDA will publish other
regulations in accordance with section
519 of the act, including regulations
requiring reports to FDA of experience
with medical devices. Until these
regulations are issued, FDA believes
that it cannot properly issue exemptions
from them. In the future, whenever the
agency proposes device regulations that
include records and reports
requirements, interested persons may
submit comments requesting that certain
classes of manufacturers or other
persons be exempted from the
requirements, and FDA will issue
exemptions that are appropriate.

The only type of exemption from
records and reports requirements that
FDA is proposing now, in device
classification regulations, is an
exemption of certain manufacturers
from most requirements of the device
GMP regulation. As explained below,

-63294



Federal Register / Vol. 44, No. 214 / Friday, November 2, 1979 / Proposed Rules

the exemption will not extend to two
device GMP records requirements.

The device GMP regulation was
published in final form in the Federal .
Register of July 21,1978. At the time of
the Panel's recommendations, the GMP
regulations had not yet been
promulgated, and the agency had not yet
developed criteria for exempting a class
I device from GMP requirements. The
agency has now decided that, if any one
of the following criteria is met. FDA will
consider exempting from the GMP
regulation a class I device that is not
labeled or otherwise represented as
sterile. The agency will not, however,
exempt a device from § 820.180 (21 CFR
820.180], with respect to general
requirements concerning records, or
§ 820.198 (21 CFR 820.198), with respect
to complaint files. The criteria are,

1. FDA has determined, based on
adequate information about current
practices in the manufacture of the
device and about user experience with
the device, that application of GMP
regulation is unlikely to improve the
safety and effectiveness of the device.

2. FDA has determined that all
possible defects relating to the safety
and effectiveness of the device are
readily detectable before use, either
through visual examination by the user
or routine testing before use, e.g., testing
a clinical laboratory reagent with
positive and negative controls.

3. FDA has determined that any defect
in the device that is not readily
detectable will not result in a device
failure that could have an adverse effect
on the patient or other user.

FDA has determined that no device
that is labeled or otherwise represented
as sterile will be exempted from the

" device GMP regulation. Such a device
must be subject to the entire GMP
regulation to ensure that manufacturers
adequately reduce the bioburden
(number of microorganisms) on the
device and its components during the
manufacturing process. This reduction is
accomplished through adherence to a
comprehensive quality assurance
program as is required by the GMP
regulation, with adequate environmental
controls, trained personnel, appropriate
maintenance and calibration of
sterilization equipment, recordkeeping
concerning lot sterility, strict packaging
and labeling controls, and other quality
assurance measures.

The agency also has determined that
no exemption from-the device GMP
regulation will extend to § 820.180, with
respect to general requirements
concerning records, or § 820.198, with
respect to complaint files. The agency
believes that granting exemptions from
these sections would not be in the public

interest, and that compliance with these
sections is not unduly burdensome for
device manufactures. To ensure that
device manufacturers have adequate
systems for complaint investigation and
followup, all such manufacturers are
required to comply with the complaint
file requirements of § 820.198. All device
manufacturers also are required to
comply with the general requirements
concerning records in § 820.180 to
ensure that FDA has access to
complaint files, can investigate device-
related injury reports and complaints
about product defects, may determine
whether the manufacturer's corrective
actions are adequate, and may
determine whether the exemption from
other sections of the GMP regulation Is
still appropriate.

In general, FDA has not initiated
proposals to exempt manufacturers of
class I devices from requirements under
section 510, 519, or 520[1 but has acted
on the basis of exemption
recommendations of the device
classification panels. Manufacturers and
other interested persons may submit
comments on the appropriateness of
exemptions of manufacturers of class I
devices that are not the subject of panel
exemption recommendations. FDA will
consider granting exemptions from the
requirement of premarket notification
and from the GMP regulation (other than
§ § 820.180 and 820.198) according to the
policies and criteria discussed above.
Comments requesting additional
exemptions should be supported by
information showing that the exemption
of manufacturers of a device from the
premarket notification requirement or
the GMP regulation (other than
§ § 820.180 and 820.198), or both, is
consistent with the policies and criteria
discussed above.

List of Anesthepiology Devices
The following is a list of

anesthesiology devices that FDA is
proposing to classify, the Code of
Federal Regulations section under which
the regulation classifying the device will
be codified, the docket number of the
proposed classification regulation, and
the proposed classification of each
device.
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Section,nddewice ,DocketNo. Class

868.2900 Gas pressure transducerZ.N,1710 dl

f.Sbpart F-Therapeutlo.DevIces

868.5090 Emr-genay aiway
n.dl ................... .... . "78N-17 t4 J1
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868.6935 'Medcathga,yke
rasserbly. 781N-1808 1t

De'icesUonitlerebyl.woorMore
Pandls"

ManyJlevices-were reliewed by-two"or-rnore " :evice lassificdation paruls .:For

these leVices,'FDAwillplBlish ea 'h
pan-l'srecomniendations "an "a'ingle
proposed-dlassffication-regllation:The
following-"e' ces-iverecarinidereUilbyth-e-A ne~the~idt o y" Dae~ce

Clas Ification'Panel-and' y-other
pandls:

1. The Generl-andVladticSurgery
Device-Ctasdification-Pandlre Mile
th-at'ontinuus-oxygen-anrdlyzers'be
classified into class I. TherGeneri
Hospital and.ersonaJseevice
Classification Panel recommended that
neonataLi vasiv.e o;ygen-analyzers'b.e
classffieH'intoAass'II: The "
Anesthegi6togyDeaice"Clasdifiction
Pandl recommenfde&dhlt;indwdlling
blood.oxygen.paftial.pressure'(P)
analyierste dlassifiedinto class'Il.
FDk'has ldternifnel that;these levices
are essedtidly'khe same.Therdforo, the
agency is proposing a single regulation
.classifying'theindwellHigbluod-oxygen
pattial pressure (P,= andlyzer into class
MIl, aifd'ispfiblighingthe.Pan6ls'
recommeniationsin-almp.sal
qppearingtelsewheredmthisiissue ofithe
Federal Regifter. •

2. The DentdrDaiiceGlassification
Paneltrecommended.that'anesthesia
flowmeter~sbeclassffie'diintolassll.
The Anesthesiology Device
Classificationn.anehrecommeniled:that

backipresautexnmpensatadthorpethbo
flowmdterstbeclassifiediinto~dlass-.
FDA has.daterniied thit;these:tauicas
are esstiallydhe~same. ffherefore, tho
agermyiis.praposing :a singleregulation
claaifyingacopens ated horpe.tube
flowmeters intotclassill, and is
ipublialing thettwoPnnels'
xecommantlations in:atprnposal
appearing [elseihere in-thisilssuoi dftho
FederalRegister.

/3. 2The(Gonerdlho3pitualindnraondl
Use Davine Af1assificattorulanol
recommnndedithatithe manual
pulmonaryeausitatar.heula siftediinto
classi l. ihe meathesiology, Daiae
Glassificittionianelrjrecommonded~that
the manualkmergenywentllatofiho
classified intoTlassliJtF.A-ias
determined-Ihat,thesedeiices are
essentiallyithe Bame.Therdfore,(tho
agencyts ropsainga-singl.raguution
classifying dhmrmanual .emargency
ventilatoninto laassAlItiispublldhing
thettwoiPanels':reaoxnmeldatians inna
proposalappeatug.glsawherednttlhis
issueudf thefederdldtgister.

4. .TherGeneralHo.tpital.and.arsonal
Use Detice .0lassificationlPandl
recommendedhatitherneondtdl
ventilatorlewlasaffieddinto xlass I. The
Aneatheiol.ogyfovice-Classification
Panel'recommentledthatthe'conltnuous
ventilator betnlassified intooclassfil.
FDA hatdotarminedthatL these ilevices
are the same. Therefore,,the agoancyils
proposingiassinglerregulaLionclassffying
the continuousv.entilator-intoiclass:ll
and isipublishingithettwo Panels'
recommendatiois in:-arpipusal
appearing elsaewherein, thisdasueiofIlh
Federal.egister.

i(s) .The .GeneralzIaspital.andjPersondl
Use Device Classificationannl '
recommen'dstthat.nasalcanndlusbo
classifielhintoslassj:The
Anesthesiology. MaiicetGlassification
Panel recommendsthatmasaloxMygon
cannulas be dlassiFie'cinto:class.rlDA
hasAdtermined.thattthesei daVicestaro
themsame. herfore,:the agenny'is
proposltg,a:sniile regulationidlasslfying
nasal oxygenhcanmllastintorclass'Iand
is publislhingi-bhth Panels' '
recommentflationsifniamroposal
appearing,'.elsewherezinthisiisueL afitho
Federal Ragister.

6. TlhekDental.,flavice" Classification
Panerecommendsrthat gasimachine
analgeaia/anedthesiatheclassifieddinto
class II. The AnesthesaologyDaviice
ClassificaitionPanelhrecommendstthdt
anesthaia -gasmachiinesobeiclassified
into.eldss'jI..FDAhastdeterniinedjhat
these devicestarelthersame.,Therefore,
thetagencyis-proposirgasingle
regulation .classiying anesthesia gas
madhines.into.classill andlis~ptiblishing
hdthliariels' recommendationsiina

II I I
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proposal appearing elsewhere in this
issue of the Federal Register.

7. The Dental Device Classification
Panel recommends that compressed gas
cylinders and valves be classified into
class IL The Anesthesiology Device
Classification Panel recommends that
gas cylinders be classified into class II.
FDA has determined that these devices
are the same. Therefore, the agency is
proposing a single regulation classifying
gas cylinders into class II and is
publishing both Panels'
recommendations in a proposal
appearing elsewhere in this issue of the
Federal Register.

8. The General Hospital and Personal
Use Device Classification Panel
recommends that oxygen masks be
classified into class II. The
Anesthesiology Device Classification
Panel recommends that oxygen masks
be classified into class II. The FDA has
determined that these devices are the
same. Therefore, the agency is proposing
a single regulation classifying oxygen
masks into class I and is publishing
both Panels' recommendations in a
proposal appearing elsewhere in this
issue of the Federal Register.

9. The General Hospital and Personal
Use Device Classification Panel
recommends that venturi oxygen masks
be classified into class II. The
Anesthesiology Device Classification
Panel recommends that venturi masks
be classified into class IL FDA has
determined that these devices are the
same. Therefore, the agency is proposing
a single regulation classifying venturi
masks into class II and is publishing
both Panels' recommendations in a
proposal appearing elsewhere in this
issue of the Federal Register.

10. The General and Plastic Surgery
Device Classificaiton Panel recommends
that respiratory monitors be classified
into class II. The Anesthesiology Device
Classification Panel recommends that
ventilatory frequency monitors be
classified into class IL FDA has
determined that these devices are the
same. Therefore, the agency is proposing
a single regulation classifying
ventilatory frequency monitors into
class II and is publishing both Panel
recommendations in a proposal
appearing elsewhere in this issue of the
Federal Register.
S11. The General Hospital and Personal

Use Device Classification Panel
recommends that mechanical oxygen
regulators be classified into class IL The
Anesthesiology Device Classification
Panel recommends that pressure
regulators be classified into class II.
FDA has determined that these devices
are the same. Therefore, the agency is
propgsing a single regulation classifying

pressure regulators into class 11 and Is
publishing both Panels'
recommendations in a proposal
appearing elsewhere in this issue of the
Federal Register.

12. The Dental Device Classification
Panel recommends that emergency
oxygen and resuscitation units be
classified into class IL The
Anesthesiology Device Classification
Panel recommends that powered
emergency ventilators be classified into
class IL FDA has determined that these,
devices are the same. Therefore. the
agency is proposing a single regulation
classifying powered emergency
ventilators into class II and is publishing
both Panels' recommendations in a
proposal appearing elsewhere in this
issue of the Federal Register.

13. The Neurological Device
Classification Panel recommends that
electroanaesthesia stimulators be
classified into class II. The
Anesthesiology Device Classification
Panel recommends that
electroanesthesia apparatus be
classified into class IL FDA has
determined that these devices are the
same. Therefore, the agency is proposing
a single regulation classifying
electro anesthesia apparatus into class
M and is publishing both Panels'
recommendations in a proposal
appearing elsewhere in this issue of the
Federal Register.

14. The General Hospital and Personal
Use Devicp Classification Panel
recommends that pediatric aerosol tents
be classified into class IL The
Anesthesiology Device Classification
Panel recommends that electrically
powered oxygen tents.be classified into
class IL FDA has determined that these
devices are the same. Therefore, the
agency is proposing a single regulation
classifying electrically powered oxygen
tents into class II and is publishing both
Panels' recommendations in a proposal
appearing elsewhere in this Issue of the
Federal Register.

15. The Cardiovascular Device
Classification Panel recommends that
pH catheter probes be classified into
class II (Federal Register of March 9,
1979,44 FR 13303). The Anesthesiology
Device Classification Panel recommends
that the indwelling blood hydrogen ion
concentration (pH] analyzer be
classified into class ilL FDA has
determined that these devices are the
same. Therefore, the agency is proposing
a single regulation classifying indwelling
blood hydrogen ion concentration
analyzer into class M and is publishing
both Panels' recommendatibns in a
proposal appearing elsewhere in this
issue of the Federal Register. The pH
catheter probe will be deleted from the

published final orders of the
Cardiovascular Device Classification
Panel.

16. The Anesthesiology Device
Classification Panel and the other
panels listed below made classification
recommendations concerning the
following devices:

Devic Ocher paels)

Transoanec dason iblood fomutern. cardw.asaia
k'wie* blood fliw tansder c C&- ia
Blood proawe mnior anrV4ar and asso- Cardoascl.ar

deled *;eor=
kVtWn blood pre ure mor .. Cardaasciar
NonkdOxlnrg blood prews,, moritor...... Candvescar.
Ordw~Gr blood presuroarsducr-.. CwrSovascuiar.
N*Orile*Vn blood presvre transducer.. C&-ovT cla.
E6ciocrdoaph nor aoaaar.
PLO rae monor cdgo oaa
medurdcal wc re ewotiao__ ciasajag"
134d trornclsoep aspra*ig iLbo Ear. nose. and

groat.
Notvd bronchosoope Ear. nose. and

d nol-*-ag __.ope - Ear. ro and
groat

F~d vw*U*' ironchosoope .- Ear nose and

troat

Brodcop. biopey bres (r4 Ear. nose. and

Broo forgn bodY me (On Ear noe. and
glroat

BroAncosoop b(ps lorceft (iaM Ear. nome and
VY06L

oeo-e bopsy kro" Oe s %Q - Ear. noe and
Broncho-cpe bioM og p i~) Ear, nome and

Tracteaslorry dse Ear. nose, and
groat

axrgey.

PArmabo ro ard at General and

surgey.

Por~patient r Generaln~ dP

Caxin soe rid ,,, General mid

plasdc

Operansronnd table ad a .... General aid

TrSv as rt___________ General hoptaL

Wuon~ rasho ndoe o General hand

- Lt. Generalogerr.
raV Mortao and atalneG.......... General n

FDrpeAtis rnotc at trhis)tm pu neblshopthe

Masna kagrslorVwjL General hosptL

TAistesion o Generalhospita
nfusio refo mnain General hospital
seicesn e ea o General hosih

Reanow Ubaag e General hospital.
ETernpararie monow Gner~l opit

Suebon ragul. Gnera hia.
Transorl ~ Generialhoptl

Sldi Vci-M Genera O hod
- blkpood I'eniaolog-

Aesthsioog DRc Cla sifcaio
Panel' recom endatins to clsfyth

Dce istedt aboe FDAs wll publish h

JL I I
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these recommendations, arriyropoaed
classlficationzegulatins,2vhen'the
agency publishes the recommendations
of otherpanlsithatreuierwedthe
devices.,iSme.rdfthesetiherPandls'
recommedationshave zireadybeen
publisheli mdhejederalRegmteras
noted below:
Neurology-November.28,.107f43.FR-54640-

:35732) (proposals). September 4,1979 (44
-FR'61728--51-776) (final-orders).

Cardiovascular--=March'-I,979 :(44FRI3284-
qL4'4), fproposalq).

GeneraFITospitdl-August24, 1979(44:HR
M-44-49954)(.proposals).

Physicariedicne-.August;28, ,'1979( 4,FR
'58:5537Jprqposiils).

Hematology--S pteniber1,,1979¢(44FR
52950-52053). (proposals).
FDAvhas deternned,thatthe"

follomving.devices reviewed by the
Anesthesiology-Device Classification
Pandl are'idpnticailto devices-reviewed
l ytheNeurological Device
Classification Panel and the
Cardijascular'TDevice*Classfiudtion
Panoh,-electroencephalograph;, surface
electrodes; needle electrode;
transcutaneous5l1ood oxhemoglfbin
concetitration-andlyzer; and~bit'blodk.
FDAhasalso determined that these
anesthesiology devices .should be
regdlatell under-the-regidlations
proposed:or.adoptedLfor.theodunterpart
devices-reviewed by the other two
panels.FDA will not, therefore, issue
proposedregulations'based-onthe
Anesthesiology Device Classification
Panel~sTe commendations..Because,
however, the proposed and final
neurologucal.devuce.classifioation
regulations, and the proposed
card runular.dev.icewtlassifiation
regulations, were published before FDA
determined that thedevicesin-mquestion
wereiidentical, the agency did not
publiohthe AnestheslogyDe._vce
Classification Panel's recommendations

,aLthat time. Accordingly, the qgency is
.paibliihmgJoelnw,.theirecomnmendations
-61fthe 'AnesthesiologyDevice
,lassiicationPandl concerniigdhese
,deVices,as-requiretlbytthe amendments.
lriterested persons-are~injited'to
acomment,,m,accordancewithithe
procedure sot'forth at'the end df.tfiis
,noticeonwtheagency,'s determiations
that; the -devices *escribed~ebnw-are
identicahtol.he.neurlogicdlor
cardiovasculardevwcesreferredto.

1I.The:Anesthesiolqgy Device
Classification Panel recommends that
the.lectroencephalqgralhhe.€lasLMfe1
intoiclassil.because)itthbelievesuthattthe

-electroencephalograph-should
uccurdtolyorepmducethe
eletroencphsilogramn.lheiP.anellhaseRI

sits recommendationa3nthef.anel
members'wlincdlhexperence Witlhi.ts

deIice. 1rhe-Paneidentified electrical
shock as a risk torhealthiromwaci nfthis
device.

TDAiasAetermined-that the
electroencephalograph rlassifiedby the
Anesthediology laeviae Classification
Panel:is'identical tojthe.deace
considered by? theReurologicabflavice
Classification-Pandl.OnNovemhar28,
1978,J Mi- blIshedmhe EFAderJl
Registern43-ER.55653 q a-opose1d
regdlation,baed on:thatPanes
recommeudathm,'iassifying the
electmenaephalogra phamto class -II.

.2. ffheAnedthesIqgyDevce
Classificationrpanel recommends that a
irface nelentdeedlassified,mto gilass

II becauseitbhlienvs the:suface
electrade.shedldaccurtely-zeproduce
physiologic.signals.and.use- only
acceptablenmatef.fiilshezPanelbased
itsiracommendation nittheiPanel
member 'ulimcalrxpenennewithflus
device. The Pandliientifiedlelectrnal
shonk.nndlbmnompataility:as:nsksto
health iissociatedi ithtthemaeofithis
device.

The agency.as:letermnedithathe
surface,.electrode:classiffodbyhe
tAnesthesioloyiDiaviec Classifiadtion
Panel is identiil.tolthedaidie
consi~eredlby .fiiNeurndlogicalrDavice
Classifiadtionamnl.tQn!November28,
1978, FDApublishedumihefEederel
Registeri 431R .55650:aprqp~oaed
regulation based on thatiPanels
M:Iommendatinxlasdifymg'the
cutaneouselentndeantonlass!I.

.5Ighe, Amesthestologyi.evice
ClassificationPanelmecomnendsr that
thenmedle L-ctrde'beclasedied-mto
classtUIeaeauseithlievesithatthe
nele:efleorodeajmii lamnurately
reps duelhysioo6ic :signals.andiuae

* onlyacceptablenatermls. 2-heiPanel
basRtiltsireaonmmendationom-the Panel
member.'xlimcal-experence with-thi
device. i P eltaneidentfierdelettrcl
shckrandibincompatability asnmks.to
health assacidtadwithdhemsewf Ihis
device.

FDA hasrdifterinmed'thatdhemeedle
eleatrodecalassiflad bytIe
Ane(thes6logyiDaviceClassffioEidion
Panxdlas'identicalltorthe fdevie
consideredhytheqeurdlogm-lD ovce

sfGlassifinationPanel. On:Naveniber8,
196 84BATpublishmd mttheTiederal
Register (3t-' .552) rproposedI
regulation,thasae' nndhEtbPaneL~s
recommendation, classifyingithenedle
,elactrode mtowlasstll.

,4.,The!A-nesthesdlogyIflevice
ClassificatiqnPanel rcomnends that
theItranscutaunusIblnad
oxyhemoglnbinmrncentrationanmdlyzer
be nlassfdlintodtwlassIbecauseit
believeslthatithe,desgnmf'the device
sh-ldbemntdlled .to.assarecurte

and reproducible blood ow:yhemoglobln
concentration values. The Lanotlhaaed
its xec nmendationaoWthe Panel
mihes':cimnca-e:,iperence. wlthi tid

de.,ice. The'Panel identified local
irritation-or burnsn'nd orroneousilata
leading-toimappropriate r therapy, au~rioks
to-healfh assoaiatadmwthth deavice.

,FDA hasvdternilnedthatithe
transcutaneous blood o:ihemoglobin
concerltration'an],lzer dlaoslfiedfby the
AnesthesmilogylDowice Classification
Panel is identical to-the~davice
considered:byi the Cardiovactilar
Device'ClassifiodtiionPanol.' OnIvardi
9, 1979, FDA published inthe Fodoral
Regioter,(44TFR 13340) a proposetd
regulation' based on, hqt'Pandl!s
reconnmendation,dlasifying the oar
oximeter mtoolass'il.

5.'rheuAnegthesidlogy Device
Classificalion'Pandl-reconumends'that a
bite blodk be'clasdffiedlirlto clas lI
because it~believes'lhdt a bttb block
,shodld adequately'proteet the patient's
teethand use only acceiitablo mtteriuls.
The Panepbasetl its-reconmendution, on
the P.anel members'-dlinicil expeience
withlitis-device.''helPanel Ideiltified
trauma and'iitfection as fidks'to health
associated Wlth the use dthis device.

FDA has deterniinel'thdt'the'bite
block classffiedby'theAnethsilollgy
Device Classffication"Panelis iderilcdl
to the device considered by the
Neurdlggical'De~ice Classification
Panel. Dn"November 28, 1978 FDA

,ipub ishel.n.theoFederglTRogster 43 FR
'5565) .aprpsed regdlation,'based on
that:Panel-'s recommendation,
classifying.aliiteblack.into class l.

Devices' eviowed~bythePal1tubutfor
Which No Rogtilatlon'IsProposed

fDAmisiotpissuing proposed
regulations classifying-the followh)g
devicesraveiewed by.the Anesthesiolqgy
Davice.ClassificationPanel:

1. The Anesthesiology.Device
Classification Panel recommendsithat
the~ether.dropper, adeviceinsedto

fadmnmteriether anesthatic,,be
classified irtoclass Mlbecause,it
believes thatithe.device.should
accurately-:dispensethecorret wmourit
of ether.

rtiDA~qgrees, withthe'Pandl
recommendation, but is unaware ofany
asuchpmiutincommerialtaitlbittion.
The agencyrequestsrili silbmlssion-of
anyinformationiegarding, the
caommermal distrihdtionoof-heether
dropper.

2. The Anestheaidlogyfevice
Classificatlon~apel:recommends,that
aimvay.suction kilts,aideavice rint form
usedtto:remove searetions~fromithe
:respiratoryiraet,:he :classified into, class
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II because it believeslhatthe levice
should comply with a sterility standard.

The devices usually used for removing
secretions from the respiratory tract
(e.g., tracheobronchial suction catheter)
are the subjects of individual proposed
classification regulations published in
this issue of the FederalRegiser.
Accordingly, there is no need-to publish
a separate regulation for-those devices
when sold as a-"kit"

3. The AnesthesiologyDevice
Classification-Panel recommended that
both attached and-unattarhed cigarette
filters be classified-into class IM
,premarket-approvalj because it
believes that-insufrcient information
exists to dfetermine that-general dorntrols
or standards-would be-adequate to
provide reasonable-assurance-of the
safety -nd-effectiveness of these
devices.

-OnOctober 2,1978, Action on
Smoking and Health (ASH) filed a
petition requesting that FDATeoogrize
its jurisdiction over nigarette-Tilters and
regulate themas medical devices.-FDA
is not now~issdiing-a proposed
classification reguafinfor -igarette
filters pendinga-decision-on the ASH
petition and a-determination-of the
regulatIyStatus ,of cigarette filters.

4. The Anesthesidlogy.Device
Classificatien Panel recommends that
,acupuncture needles be-classifiedinto
class II and that acupuncture point
locat ors und-electroacupuncture
stimflatorsie -classified into class JIL

FDA is nntlublishingza:proposed
regulation to lassifythse dleices
because1he-Aevicesimve already been
classified into rclassMlltbycstatute and
subb aproposaHs therefore
unneacessary.

,flMbelieves.hat-these Aevices have
noltbeenshown o-be safe and effective
for any therepeutic ordiagnostic use. in
recommending that acupuncture:needles
be classifiedinto classI, -,the Panel
consideredxirsks-of -infection and trauma
from needle breakage, hut.not risks
presented by lack of effective therapy or
diagnosis. In the Federal Register of
March:9,:1973f(38 TR,6419), FDA
published-anofice explaining.ffat.FDA
believed-that-the-safey and
effectiveness -of acupuncture devices
had not yet-been established by
adequate scientific-studies to support
the many uses fTr -which thedevices
were being promoted. The -agency
concluded-that -until -safety-amid
effectiveness -are -established,
acupuncture levices -wouldbe
-'considered-misbranded if the -device
labelin-gcontain any claims of
therapeutic or-diagnostic effectiveness,
-or-fails to include-a statement -of the
invesfigationailnature-oflfte device and

certain-other information. The agencry
has nat received any information to
justify a conclusion difierent from that
announced in 1973. Thus,-FDA considers
acupuncture devices still to be in
investigationalstatus and not to have
been in-commercial distribution before
the amendments, for purposes of section
513 of the-ant Under section 513 (b,11)
and (f), FDA does notpublish for
comment proposed ciassification
ftulations.for devices that weremnot in
commercial distribution before the
amendments (other than
postamendments devices that are
substantially equivalent to those in
commercial distribution before the
amendmefits). Proposed classification
regulations are unnecessary for these
devices because section 513(0 of-the
statute itself classifies them-into class
M, unless reclassified by FDA orders.
Because devices classified into class M
-by sectionM53(f) ofthe act were not in
commercial distributionbefore The
amendments, the devices are subject
immediately to the premarket approval
requirements of section 515 without
benefit of the statutory racejueriod
under section 501(fq(2](A)-for
preamendments class Midevices-and
postamendments, substantially
-equivalentdevices.

The agency-will,at a later date,
publishfimnl regulations describing the
statutoryclass 11I status for certain
devices-soulassiliedby-section 51S{f of
the-act, as-well as the status of-devices
reclassified.byorders under section
513(f), and those'formerly-considered
new-drugs-and classified into class M
by section 520(1)-of the act.

Because FDA-believes that
acupuncturesievices should remainin
investigational status-until safety and
effectiveness-have been demonstrated.
sponsors andinvestigators of
acupuncture devices-ilbe requiredio
comply -with4the -final regulation
governing applications for an -

investigational device-exemption (1D1)
when that regulation is promulgated and
becomes effective. A-proposed IDE
regulation-was-published inthe-Federal
Register of August:20, 1975 41-FR
35282).IJpon receipt of-comments,the
pmposedsegulationwasevisedrmd-a
tentative iruilregulation was-published
in theedaralRegister fMay 12, 1978
(43 FR 20726). Sponsors and
investigators of acupuncture devices
should-be-prepared'to -comply withthe
final IDE regulationwhen it becomes
effective.

FDAalso hasissued proposedgeneral
reguilations on the responsibilities of
sponsors andmonitors of clinical
investigations in the Federal Register of

September 27,1977,(42 FR 49612];
standards for investigational review
boards for clinicl investigations in-the
FederalRegister of August , 1978 (43TR
31565). reproposed in the Federal
Register of August14, 1979(44 FR
47699); obligations of clinical
investigators of regulated articles in the
Federal Register of August8, 1978{43FR
35210): and inormed consent in the
F!dceralXegisternTAus t 14.1978 (4-
FR 477133J..Sponsors and investigators
shbud refer to these prcposalslor
additional guidance n conducting
investigationalstudies inuDiing
acupuncture devices.

I Supporting -or Life 'Sustaing
Devices Proposed 1ord1aMsificafion in
Class II

The Panel bas jdentliedaia deices
the Panel believe sareifesuppnrting or
life usiiningi vices. The andl
believes that premarket approval is
unnecessary-forthese-38 -devices. The
agency agrees that some of these
devices areifezsuppogrtigor sustaining,
but that some may not be in that
category. The agency has concurredin
the Panels xecommendations that fhese
devices be ilassifiedinto UassILTor
each of these 38 devices, the Panel
specifically found that it is unnecessary
to classify Ihe deVice inC-Mss M
because there is sufficient information
to establish a performance standard that
will provide Teasonable -assurance gi the
saTety-and.effectiveness iolthe device.

Because of the unusua4y large number
of life supporting or life sustaining
devices proposedfor classification in
Class 31, FDAbelieves that Itis
impottant to emphasize'two-eatuxes of
anesthesiology and resplirator ytherapy
devices that contributelo his resumt-
First. anesthesiology and respiratory
therapy devices are,'by~nature, intended
for use in connection with ffhe3ffe
supperoringfuntions.flh liody.
Consequenfy.alarg r percentagent
such devices arelife saipporing.than is
the case in other therapentic categoies.
Second. althoughamany devices used in
anesthesiology are Iffemupporting, the
principles.8overning their operation are
welliknown-and accepted~iiithe medical
community. AUlare devices withlwhich
the members of the Panel have had
sulficient experience,to determine
whetherlhere is enouhinformation'to
develop a-pefaormance standard to
assure their saletyand efiectiveness.
Many of'the devices-havebeenin use
for decades.Many are the-subject of
existing performance standards written
by, or standards that-are murrently under
.developmentiby, various institutions.

-632 99
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Environmental Impact

FDA has carefully considered the
environmental effects of proposed
§ 868.1 and the proposed anesthesiology
device classification regulations.
Because the proposed actions will not
significantly affect the quality of the
human environment, the agency has
concluded that an environmental impact
statement is not required. A copy of the
environmental impact assessment is on
file with the Hearing Clerk, Food and,
Drug Administration (address above).

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513 and
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))], and under authority
delegated to the Commissioner-of Food
and Drugs (21 CFR 5.1), the
Commissioner proposes that Chapter I
of Title 21 of the Code of Federal
Regulations be-amended by adding new
Part 868, Subpart A, to read as follows:

PART 868-ANESTHESIOLOGY
DEVICES
Subpart A-General Provisions

Sec.
868.1 Scope.

Authority: Secs. 513 and 701(a), 52 Stat.
1055, 90 Stat. 540-546 (21 U.S.C. 360c and
701(a)).

Subpart A-General Provisions

§ 868.1 Scope.
(a) This part sets forth the

classification of anethesiology devices
intended for human use.

(b) The identification of a device in a
regulation in this part is not a precise
description of every device that is, or
will be, subject to the regulation. A.
manufacturer who submits a premarket.
notification submission for a-device
under Part 807 of this chapter cannot
show merely that the device is
accurately described by the section title
and identification provision of a
regulation in this part, but shall state
why the device is substantially
equivalent to other devices, as required
by § 807.87 of this chapter.

(c) To avoid duplicative listings, and
anesthesiology device that has two or
more types of uses (e.g., used both as a
diagnostic device and as a therapeutic
device) is listed in one subpart only.

Interested persons may, on or before
January2, 1980, submit to the Hearing
Clerk (HFA-305), Food'and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may-
submit one copy. Comments are to be
identified with the Hearing Clerk docket

number-found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

In accordance with Executive Order
12044, the economic effects of this
proposal have been carefully analyzed,
and it has been -determined that the
proposed rulemaking does not involve
major economic consequences as
defined by that order. A copy of the
regulatory analysis assessment
supporting this determination is on file
with the Hearing Clerk, Food and Drug
Administation.

Dated: October 9, 1979.
William F. Randolph,
ActingAssociate Commissionerfor
RegulatoryAffairs,
[FR Doc. 79-33334 Filed 11-1-79; 8:45 ani

BILUNG CODE 4110-03-M

21 .CFR Part 868

[Docket No. 78N-1649]

Medical Devices; Classification of
Manual Algesimeters

'AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying manual algesimeters into
class I (general controls). FDA is also
publishing the'recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class I. The effect of classifying a device
into.the class I is to require that the
device meet only the general controls
applicable to all devices. After
considering public comments, FDA will"
issue a final regulation classifying the
device. These actions are being taken
under the Medical Device Amendments
of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register. "
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4--
65, 5600 Fishers Lane, Rockville, MD
20857.

FOR FURTHER INFORMATION CONTACT:

James R. Veale, Bureau of Medical
Devices (HFK-430),oFood and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.

SUPPLEMENTARY INFORMATION:
Panel Recommendation
. A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of manual algesimeters:

1. Identification: A manual
algesimeter is a mechanical device used
to determine a patient's sensitivity to
pain after using an anesthetic agent, e.g.,
by pricking with a sharp point.

2. Recommended classification: Class
I (general controls). The Panel
recommends that the device be
exempted from good manufacturing
practice regulation under section 520(f)
of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 360jWf).

3. Summary of reasons for
recommendation: The Panel
recommends that manual algesimetdrs
be classified into class 1 (general
controls) because general controls are
sufficient to provide reasonable
assurance of the safety and
effectiveness of the device. The Panel
does not believe that this device
requires performance standards to
control the identified risks-to health. The
Panel recommends that the
manufacturer not be required to comply
with the good manufacturing practice
requirement because the good
manufacturing practice regulations
would not improve the safety and
effectiveness of the device.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device,
- 5. Risks to health: Skin trauma: Sharp
edges or surface imperfections may
cause trauma to the patient's skin.
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing Hint
manual algesimeters be classified Into
class I (general controls). The agecy
believes that general controls are
sufficient to provide reasonable
assurance of the safety and
effectiveness of the device.

In response to the Panel's
recommendation that manufacturers of a
manual algesimeter be exempt from the
device good manufacturing practice
(GMP) regulation under section 520(f) of
the act (21 U.S.C. 360j(fo), FDA is
proposing that a manufacturer of this
device be exempt, in the manufacture of
the device, from all requirements In the
GMP regulation except § 820.180 (21
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CFR20180]),-withespect-to-general
requirements enceringrewords, zmd
§ 20oZ98 121 CERa20.L9B),3ith respect
to complautkles..Bsepdonnavmable
informraton abontc-nrrent-practices used
in the manufacturelnfIhe flevice and
usermiperiene fifh hehvi0re, the
agencyhas .terniadthat application
of-the GMP regdlation, other than
fl B20 Oidnf 820198,is unlikely lo
improve the safety anfleffectiveness of
the de,.fn.7The agenryIheliees,
however, hatmannfacturers of a
manual alg eimeter:must~tiU be
required to comply withthecaomplaint
file requirements of § 820.198 to ensure
that these manufacturers have adequate
systems for complaint investigationand
followup. The -agency -also believes that
manufacturers pf a-mnanual algesimeter
-must-still berequired to comply-with-the
general requirements concerning records
in § 820.180 to ensure that FDA has
access-to complaint files, caninvestigate
device-Telated injury reports and
complaints about-produt-defects,-may

'determine %vhether the manufacturer's
corrective actions are-adequate, -and
may rletenmfne whether the exemjption
from other sections -of-he U-MP
regulationis still appropriate.

T"herelore,under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701a),-52-Stat. 1055, J0Stat. 540-546 (21
U.S.C. 8B0c, 37:1{al)D ando-under authority
delegated to'him-(2ICFR 51), the
Commissioner-ofFood and Drugs
-proposes to-amendPatt 868-by adding
new'Subpart B-and new I -68.1030,.to
read-aseoflows:

SubpartB---iagnostic Devices

§ 868.1030 Manual a~gesimeter.
(a) Identification. A-manual

algesimeter is a mechanical device used
to determine-Apatient's-seusitivityto
pain after using an anesthetic agent, e.g.,
by pricking with-a sharp-point-

(b) Classification. Class-i (general
-controls). The-device -is -exempt-from the
good manufacturing practice regulation
in Part 820 of this chapter, with he
exception of § 820.180, with respect to
general requirements concerning
records, and § D20.a9, Withrespect to
complaint files.

Interestedrpersons may,onor before
January 2,198o submit-o the.learing
rlerk.(EIEA--]5),Fh odandI)rmg
Administration, Thn. 4-65,-5600Fishers
Lane,Rockville,MD 20857, written
comments regarding this proposal..Four
copies -of anycomments-are to-be
submitted, -except that individuals may.
submitone copy.Comments -are to be
identified with the HearingClerk -docket
number found ln brackets in the-heading
of this document Received-comments

may'be seenIn the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated:'Septeniber-l,1w.
WlliamT. Randolph,
Acting Associate Commissioner for
Regulatory Affairs.
(FR Dar.79-35 Fdcd ui-i-. & arni

BIWNG CODE 4110- 34M

21.CFR Patt868

IDocket:No.78N-1650]

Medical -Devioes; Claselficalon of
PoweredAlgeilmetecs

AGENY:.oD.dadfDrug Administration.

ACTION:lProposed rule.

suM iirThelF od and Drug
Administration (FDA) is issuing for
public.comnment aproposed :egulation
classifyingpowered Agesimeters into
class H (performance standaras)..DAis
also-publishing the-recommendation of
the Anesthesiology Device
ClassificationPanel that the devicerbe
classified into class IL The effectof
classifying a device into the classJI is to
provide for the future developmentof
one or more performance standards.to
assure the safe!y-andeffectiveness of
the device. After considering public
commentz,FDA will issuea final
regulation classifyixg.the-device. These
actions are being taken under-the
MedicalDevice'Amendments of U.90.
DATES: Comments by January 2,tag0o.
FDA proposes that theefinal regulation
based on this proposal becomezeffective
30 days :after-the date-of-its-publication
in the FederalRegistr.
ADORESS: Written commentsltothe
office-of the Hearing Clerk (MFA-305),
Food and'Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
fOB FURTHER tHFDRMATION CONTACT"
James R. VealeBureaumfhiedical
Devices JHFK-430),.Food and Drug
AdministrtionD:eparntment of-Iealth.
Education,.and Wlfare, 87Z7Georgia
Ave.,Silver,Spring, MD20910, 301-427-
7226.
SUPPLEMENTARY INFRMTfltLN

Panal Recommendation

A proposal sawhereinthisissue of
the Federal Register provides
backgroundinformatinn -cnce rning the
dev.elopmentf thepropaseilrqgulation.
The Anesthegology Device
Classification-Panel. £FDA:&xisory
committeemade the IollowIn8
recommendation regarding the
classifca tionumfpw.ered alge sxntem-:

1. Identification: Apowered
algesimeterisande'iaeaisinguetrical
stimulationlo Aetemine:apatient's
sensitityto painzfar-administraian
ofan anesthetic agent.

2. Recommended classificgion: Class
II (performance standard).-he-Panel
recommends that establishing-a
performance standard for this device be
low priority.

3. Summary of reasonsfor
recommendation: The~anel
recommends that the powered
dlgesim~iter be dasifed into class-
(performrancettandards because the
design of, and the mateddlsused in.he
devicemust be adequate.to-assure that
neither. the-paient nor the operator-are
zshccked or burned from-excessive
leal:age:current.-The-Pandl believes that
1general controls -will not provide
sufficient control overthese
characteristics. The Panal believes that
a standard will providemeasonable
assurance of the safety-and
effectiveness of theileiiceandthat
there is sufficient information to
establish a standard.

4. Summary of data on whichthe
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, this and related
devices.

5. Risks lohealth:-(a),Electrical shock-
If the device is not-properly designed.
thepatient or operator may receive an
electrical shock. j(b) Excessive -musdle
contraction: Excessiveicurrent er
improper output parameters can cause
the patient~to'have excessive musdle
contractions.

Proposed.Chssification

FDA agrees with lhe-Panel
recommendationand isproposingthat
powered algedimeters beilassified into
classMll(peformance -standards). The
agency -believes Ihart a performance
standardis necessary iorthis device
because general-controls alone are
insuffcientlo contrdlihe-iisks'to health
presented'by the device. A-pefformance
standard wouldproVide reasonable
assurance-of thessafety and
effectiveness of the device.'The Agency
also believes Ithat thereis sufficient
information to estabilish astandard-for
this device:

Therefore,-under the FeaeralFood,
Drug, and Ebsmetic Act Isebs. 513,
701(a),,52 Stat.1055, 90 Stat.40-:,46 121
U.S.C. 360c, 371(a))) and-under-authority
delegatedloaim{Z-CFR:51), the
Commissioner of Food and Drugs
prdposes to amendPart 8min Subpart.B
by adding new.§ WB6&I0 0,1o-read-az
follows:

MN3 B
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§ 868.1040 Powered algesimetier.
(a] Identification. A powered

algesimeter is a device using electrical
stimulation to determine a patient's
sensitivity to pain after administration
of an anesthetic agent.
(b) Classification. Class II

(performance standards).
Interested persons may, on or lefore

January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville,JMlD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments'
may be seen in the above office between
9 a.m. and 4 p.m. Monday through
Friday.

Dated: September 19,1979.'
William F. Randolph
Acting Associate Commissioner for
RegulatoryAffairs.
1FR 1Doc. 79-33336 Filed 21-1-79 8:45 ami

BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1651]

Medical Devices; Classification of
Argon Gas Analyzers
AGENCY: Food and Drug Adininistration.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuiig for
public comment a proposed regulation
classifying argon gas analyzers into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public-
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based-on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.

FOR FURTHER INFORMATION CONTACT.
James-R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.

SUPPLEMENTARY INFORMATION:

Panel Recomnmendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of-argon gas analyzers:

1. Identification: An argon gas
analyzer is a device used to measure the
connection of argon in a gas mixture to
aid in determining the patient's-
ventilatory status. The device may use
techniques such as mass spectrometry
or thermal conductivity.

2. Rkecommended classification: Class
II (performance standards).'The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel -
recommends that argon gas analyzers be
classified into class II (performance
standlrds) because the device must
accurately measure the argon gas
concentration to ensure that the
patient's ventilatory status will be
properly assessed. The Panel believes
thAt general controls will not provide
sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members'personal knowledge of, and
clinical experience with, the device.

5. Risks to health Inappropriate
therapy: Inaccurate measurement of the
argon gas concentration may cause th6"
patient's condition to be incorrectly
diagnosed and treated.

Proposed Classification
FDA agrees with the-Panel

recommendation and is proposing that
argon gas analyzers be classified into
class II (performance standards). The
agency believes that a performance
.standardis necessary for this device
because general controls alone are
insufficient to control'the risks to health
presented by the device. Aperformance

standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there Is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 by adding
new Subpart B including § 860.1075, to
read as follows:

SUBPART B-DIAGNOSTIC DEVICES

§868.1075 Argon gas analyzer.
(a) Identification. An argon gas

analyzer is a device used to measure the
concentration of argon In a gas mixture
to aid in determining the patient's
ventilatory status. The device may use
techniques such as mass spectrometry
or thermal conductivity.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal, Four
copies of any comments are to be
submitted, except th'at individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 19, 1979.
William F Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
IFR Doc. 79-33337 Filed 11-1-79d :45 am]

BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1652]

Medical Devices; Classification of
Arterial Blood Sampling Kits
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying arterial blood sampling kits
into classII (performance standards),
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified Into class I. The
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effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, M)
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MDl 20910, 301-427-
72_26.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of arterial blood sampling
kits:

1. Identification: An arterial blood
sampling kit is a device,-m kit form,
used to obtain arterial blood samples
from a patient for blood gas
determinaions. The kit may include a
syringe, needle, cork, and heparin.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that arterial blood
sampling kits be classified into class II
(performance standards) to assure that
the device is sterile to prevent infection,
and that the kit contains the proper
amount of heparin and that the syringe
does not leak, leading toinaccurate
oxygen tension measurements. The
Panel believes that general controls will
not provide sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and-
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: (a) Inappropriate
therapy: An improper amount of heparin
in the syringe, or atmospheric
contamination caused by leakage of the
syringe, may cause errors iii the
measurement of arterial oxygen tension
resulting in inappropriate therapy. (b)
Infection: If the device is not sterile,
infection may result.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
arterial blood sampling kits be classified
into class 1 (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore; under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a), 52 StaL 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 88.1100, to read as
follows:

§ 868.1100 Arterial blood sampling kiL
(a) Identification. An arterial blood

sampling kit is a device, in kit form,
used to obtain arterial blood samples
from a patient for blood gas
determinations. The kit may include a
syringe, needle, cork, and heparin.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980 submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rn. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 19.1979.
William F. Randolph,
ActingAssociate Commissionerfor
ReouletyAffairs.
(FR 03.. 75-,33 Filed 11-1-7m. a43 aml

BIMJN CODE 4110-03-M•

21 CFR Part 868

[Docket No. 78N-1653]

Medical Devices; Classification of
Nonindwelling Blood Carbon
Monoxide Analyzers

AGENCY. Food and Drug Administration.
ACTION: Proposed Rule. I

SUMMARY. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying nonindwelling blood carboa
monoxide analyzers into class I
(performance standards). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class I. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2. 190.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305).
Food and Drug Administration, Rm. 4-
65,5600 Fishers Lane, Rockville, MD
20357.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administratiofi, Department of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 2091O. 30i-427-
7220.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the folloving
recommendation regarding the
classification of nonindwelling blood
carbon monoxide analyzers:

I63l03
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1. Identification: A nonindwelling
blood carbon monoxide analyzer is a
device used to measure, in vitro, the
concentration ofcarboxyhemoglobin (a.
compound formed from hemoglobin
when exposed to carbon monoxide) in
blood, to aid in determining thepatient's
physiological status.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that nouindwelling blood
carbon monoxide analyzers be
classified into class UI (performance
standards) to assure that the
carboxyhemoglobin concentration in the
patient's blood is accurately measured.
The measurement is necessary to assess
the decrease in the oxygen-carrying -
capacity of the patient's blood to assure
proper diagnosis of the patient's
condition. The Panel believes that
general controls will not provide
sufficient cbntrol over this
characteristic. The Panel believes that a
standard will provide reasonable
issurance of the safety and
effectiveness of the device and that
there iu sufficient informationta
establish a standard.

4. Summary of data on which the
recommendation is based:The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: Inappropriate
therapy: Inaccurate measurement of the
patient's blood carbon monoxide
concentration may cause an incorrect
diagnosis, leading to inappropriate
therapy.
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
nonindwelling blood carbon monoxide
analyzers be classified into class-Il
(performance standards). The agency
believes that a performance standard is
necessary for this device because
general controls alone are insufficient to
control the risks to health presented by
the device. A performance standard
would provide reasonable assurance of
the safety and effectiveness of the
device. The agency also believes that
there is sufficient information to
establish a performance standard for
this device.,

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sacs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 300c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs

proposes to anend Part 868 in SubpartB
by adding new § 868.1110, to read as
follows:

§ 868.1110 Nonlindwelling blood carbon
monoxide analyzer.

( (a) Identification. A nonindwelling
blood carbon monoxide analyzer is a
device used to measure, in vitro, the
concentration of carboxyhemoglobin (a
compound formed from hemoglobin
when exposed'to carbon monoxide) in
blood to aid in determining the patient's
physiological-status.

(b) Classification. Class 11
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the .Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the beading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 19, 1979.
William F.Randolph,
Acting Associate Conunissionerfor
RegulatoryAffars.
IFR Doc. 79-33339 Flfed 11-1-79; MS ar]

BIUJNa CODE 4110-0S-M

21 CFR Part 868
[Docket No. 78N-16541

Medical Devices; Classification of
Indwelling Blood Oxyhemoglobin
Concentration Analyzers
AGENCY. Food and Drug Administration.'
ACTION: Proposed Rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying indwelling blood
oxyhemoglobin concentration analyzers
into class III (premarket approval). FDA
is also publishing the recommendation
of the Anesthesiology Device
Classification Panel that the device be
classified into class I1. The effect of
classifying a device into class III is to
require each manufacturer of the device
to submit to FDA a premarket approval
application ata date to be set in a future
regulation. Each premarket approval
application would include information
concerning safety and effectiveness
tests for the device. After considering
public comments, FDA will issue a final
regulation classifying the device. These

actions are being taken under the
Medical Device Amendments of 1970.
DATES: Comments by January Z, 1970.
FDA propses that the final regulation
based on this proposal become effective
30 days after the date of Its publication
in the Federal Register.
ADDRESS:Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale,.Bureau of Medical
Devices (HFK-430, Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation,
A proposal elsewhere In this issue of

the Federal Register provides
background information concerning the
developmenit of the proposed regulation.
The AnesthesiologyDevice
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of indwelling blood
oxyhemoglobin concentration analyzers:

1. Identification: An indwelling blood
oxyhemoglobin concentration analyzer
is a photoelectric device used to
measure, in vivo, the oxygen-carrying
capacity of hemoglobin in blood to aid
in determining the patient's
physiological status.'

2. Recommended classification: Class
III (premarket approval). The Panel
recommends that premarket approval of
this device be a medium priority.

3. Summary of reasofis for
recommendation: The Panel
recommends that indwelling the blood
oxyhemoglobin concentration analyzers
be classified into class III (premarket
approval) because the device presents a
potential 'unreasonable risk of illness or
injury to the patient. The Panel believes
that insufficient information exists to
determine that general controls or
standards would be adequate to provide
reasonable assurance of the safety and
effectiveness of the device.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the lack of
published clinical data relating to the
safety of, and the problems associated
with this device, and on the lack of
widespread clinical experience in using
the device.

5. Risks to health: (a) inappropriate
therapy: Inaccurate measurement of the
blood oxyhemoglobin concentration
may cause an incorrect diagnosis,
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leading to inappropriate therapy. (b)
Thrombus or embolus formatiom If the
analyzer materials are incompatible
with the blood, thrombus or embolus
(clot) formation may result. (c) Electrical
shock. If the device is not designed
properly the patient may recieve an
electrical shock. (d) Vascular occlusion:
If the device sensor is too large, it may
occlude the blood vessel in which it is
placed, thus stopping blood flow through
that vessel

Proposed Classification

FDA agrees with the Panel
recommendation ind is proposing that
indwelling blood oxyhemoglobin
concentration analyzer devices be
classified into class I (premarket
approval). The agency believes that the
device presents a potential
unreasonable risk of illness or injury
because the design of, and the materials
used in, the device may contribute to
thrombus or embolus formation, and
because erroneous oxyhemoglobin
concentration measurements may lead
to institution of inappropriate patient
therapy. The agency also believes that
insufficient information exists to
determine that general controls will
provide reasonable assurance of the
safety and effectiveness of the device
and that insufficient infornation exists
to establish a performance standard for
the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a),-52 Stat. 1055, 90 Stat 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1120 as follows:

§ 868.1120 Indwelling blood
oxyhemoglobin concentration analyzer'

(a) Identification. An indwelling blood
oxyhemoglobin concentration analyzer
is a photoelectric device used to
measure, in vivo, the oxygen-carrying
capacity of hemoglobin in blood to aid
in determining the patient's
physiological status.
. (b) Classification. Class III (premarket
approval).

Interested persons may, on or before
January 2,1980 submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the.above office between

9 a.m. and 4 p.m., Monday through
Friday.

Dated. September 19,1979.
William F. Randolph.
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Dor. ,3-33340 Filed 11-1-79; &45 =l

BILWNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1655]

Medical Devices;, Classification of
Nonlndwelling Blood Oxyhemoglobln
Concentration Analyzers
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying noniadwelling blood
oxyhemoglobin concentration analyzers
into class II (performance standards].
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class IL The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2. 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK--430), Food and Drug
Administration, Department of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the

classification of nonindwelling blood
oxyhemoglobin concentration analyzers:

1. Identification: A nonindwelling
blood oxyhemoglobin concentration
analyzer is a device used to measure, in
vitro, the oxygen-carrying capacity of
hemoglobin in blood to aid in
determining the patientrs physiological
status.

2. Recommended classificatiomn Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that nonindwelling blood
oxyhemoglobin concintration analyzers
be classified into class H (performance
standards) because the accurate
measurement of the patient's blood
oxyhemoglobin concentration to assess
its oxygen-carrying capacity is
necessary to assure proper patient
diagnosis. The Panel believes that
general controls will not provide
sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable-
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based Its recommendation on the Panel
members' personal knowledge of. and
clinical experience with, nonindwelling
blood oxyhemoglobin concentration
analyzers.

5. Risks to health. Inappropriate
therapy- Inaccurate measurement of the
blood exyhemoglobin concentration in a
blood sample may cause an incorrect
diagnosis, leading to inappropriate
therapy.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
nonindwelling blood oxyhemoglobin
concentration analyzers be classified
into class 11 (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
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Commissioner of Food and Drugs
prop ses to amend Part 868 in Subpart B
by adding new § 868.1130, to read as
follows:

§ 868.1130 Nonindwelllng blood
oxyhemoglobln concentration analyzer.

(a) Identification. A nonindwelling
blood oxyhemoglobin concentration

- anaylzer is a device used to measure, in
vitro, the oxygen-carrying capacity of
hemoglobin in blood to aid in
determining the patient's physiological
status.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980 submit to. the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposaL Four
copies of any comments are to be
submitted, except thatindividuals may
submit one copy. Comments are to be, •
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received, comments
may be seenin the above office between
9 a.m. and 4 p.m., Monday through
Friday.

DaTed: September 19,1979.
William F. Randolph,
ActingAssociate Commissionerfor
Jegulatory Affairs.
[FR Doe. 79-33341 Filed 11-1-79; 8:45 am]
BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-16571

Medical Devices; Classification of
Indwelling Blood Carbon Dioxide.
Partial Pressure (Pco,) Analyzers
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying indwelling blood carbon
dioxide partial pressure (Pco2 ) analyzers
into class III (premarket approval). FDA
is also publishing the recommendation
of the Anesthesiology Device "
Classification Panel that the device be
classified into class III. The effect of
classifying a device into class III is to
require each manufacturer of the device
to submit to FDA a premarket approval
application at a date to be set in-a future
regulation. Each premarket approval
application would include infornation
concerning safety and effectiveness
tests for the device. After considering
public comments, FDA will issue a final
regulation classifying the device. These

actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDIRESS: Written comments to the
office of the Hearing Clerk HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600.Fishers Lane, Rockdrille, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,,
Education, and Welfare, 8757 Georgia -

Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARYINFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
ClassificationPanel, an FDA advisory
committee, made the following
recommendation regarding the
classification of indwelling blood carbon
dioxide partial pressure (Pco2 )
analyzers:
-1. Identification: An indwelling blood

carbon dioxide partial pressure (Pco,)
analyzer is a device which consists of a
catheter-tip Pco, transducer (e.g., Pco
electrode) that is used to measure, in
vivo, the partial pressure of carbon
dioxide in blood to aid in determining
.the patient's circulatory, ventilatory, and
metabolic status.

2. Recommended classification: Class
III (prenarket approval]. The Panel
recommends that premarket approval of
this device be a mediun priority.

3. Summary of reasons for
recommendations: The Panel
recommends that indwelling blood
carbon dioxide partial pressure.(Pcoj)
analyzers be classified into class III
(premarket approval) because the
device presents a potential *
unreasonable risk of illness or injury to
the patient. The Panel also believes that
insufficient information exists to
determine that general controls or
standards wouldbe adequate to provide
reasonable assurance of safety or
effectiveness of the device.

4. Summary of data on which the
recommeridation is based: The Panel
based its recommendation on thelack of
published clinical data, relating to the
safety of, and the problems associated
with, this device, and on the laclCof
widespreid clinical experience with the'
device.

" 5. Risks to health: (a) Inappropriate
therapy: If the device is improperly
calibrated, the Pco2 measurement may.
be erroneous, causing an incorrect
diagnosis that leads to inappropriate
therapy. (b) Thrombus and embolus
formation. The analkzer materials may
be incompatible with the blood, causing
thrombus and embolus (clot) formation.
(c) Electrical shock: If the device is
improperly designed, users may receive
an electrical shock.

Proposed Classification
FDA agrees with the Pqnel

recommendation and is proposing that
indwelling blood carbon dioxide partial
pressure (Pco2 ) analyzers be classified
into class III (premarket approval). The
agency believes that the device presents
a potential unreasonable risk of illness
or injury because the design of, and the
materials used in, the-device may
contribute to thrombus or embolus
formation and erroneous Pco
measurements may lead to
inappropriate patient therapy. The
agency believes that insufficient
information exists to determine that
general controls will provide reasonable
assurance pf the safety and
effectiveness of the device and that
insufficient information exists to
establish a performance standard for the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat.'1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart 13
by adding new § 868.1150, to read as
follows:

§ 868.1150 Indwelling blood carbon
dioxide partial pressure (Pco,) analyzer,

(a) Identification. An indwelling blood
carbon dioxide partial pressure (Pco.,
analyzer is a device which consists of a
catheter-tip Pco, transducer (e.g., Pco
electrode) and is used to measure, in
vivo, the partial pressure of carbon
dioxide in blood to aid in determining
the patient's circulatory, ventilatory, and
metabolic status.

(b) Classification, Class III(premarket
approval).

Interested persons may, on orbeforo
January 2, 1980 submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4L65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number foulnd in brackets in the heading

63306



Federal Register / Vol. 44, No. 214 / Friday, November 2, 1979 / Proposed Rules

of this document. Received comments
-may be seen in the above office between
-9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 19,1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffafrs.
[FR Doe. 79-33342 Fled 11-1-79-.8:45 am]

BILLNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1658]

Medical Devices; Classification of
Nonindwelling Blood Carbon Dioxide
Partial Pressure (Pco2) Analyzers
AGENCY: Food and Drug Administration.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying nonindwelling blood carbon
dioxide partial pressure (Pco2) analyzers
into class II (performance standards).
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class .IL The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final

.regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES:'Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration. Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following

recommendation regarding the
classification of nonindwelling blood
carbon dioxide partial pressure (Pco]
analyzers:

1. Identification: A nonindwelling
blood carbon dioxide partial pressure
(Pco) analyzer is a device used to.
measure, in vitro, the partial pressure of
carbon dioxide in blood to aid in
determining the patient's circulatory,
ventilatory, and metabolic status. The
device may use techniques such as
chemical titration, electrochemical
methods, or mass spectrometry.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be

Sa high priority.
3. Summary of reasons for

recommendqtion The Panel
recommends that nonindwelling blood
carbon dioxide partial pressure (PCoJ
analyzers be-classified into class 11
(performance standards] because the
partial pressure of carbon dioxide in a
patient's blood must be accurately
measured to assure proper diagnosis of
the patient's condition. The Panel
believes that general controls will not
provide sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: Inappropriate
therapy: naccurate measurement of the
partial pressure of carbon dioxide in the
patient's blood may cause an incorrect
diagnosis, leading to inappropriate
therapy.
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
nonindwelling blood carbon dioxide
partial pressure (Pco.) analyzers be
classified into class ft (performance
standards). The agency believes that a
performance standard is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented by the device. A
performance standard would provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat 1055, 90 StaL 540-546 (21

U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1160, to read as
follows:

§868.1160 Nonlndwellinb blood carbon
dioxide partial pressure (PCa,) analyzer.

(a) Identification. A nonindwelling
blood carbon dioxide partial pressure
(Pco) analyzer is a device used to
measure, in vitro, the partial pressure of
carbon dioxide in blood to aid in
determining the patient's circulatory,
ventilatory, and metabolic status. The
device may use techniques such as
chemical titration, electrochemical
methods, or mass spectrometry.

(b) Classification. Class 11
(performance standards). Interested
persons may, on or before January 2.
1980, submit to the Hearing Clerk (HFA-
305), Food and Drug Administration, Rn.
4-5600 Fishers Lane, Rockville. MD
20857, written comments regarding this
proposal. Four copies of any comments
are to be submitted, except that
individuals may submit one copy.
Comments are to be identified with the
Hearing Clerk docket number found in
brackets in the heading of this
document. Received comments may be
seen in the above office between 9 a.m.
and 4 p.m., Monday through Friday.

Dated: September 19.1979.
VWilliamn F. Randolph,

Actling Associate Commissionerfor
ResulotoryAffairs.
(FR Dc-. 7%-=a~4 Fied 11-1-M.:8&43 a=)l
BILL11G CODE 4110-03-U

21 CFR Part 868
[Docket No. 78N-1659]

Medical Devices, Classification of
Indwelling Blood Hydrogen Ion
Concentration (pH) Analyzers
AGENCY: Food and Drug Administration.
ACTION: Proposed Rule.

SUMMARY. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying indwelling blood hydrogen
ion concentration (pH) analyzers into
class Ill (premarket approval]. FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class ll and the
recommendation of the Cardiovascular
Device Classification Panel that the
device be classified into class IL The
effect of classifying a device into class
III is to require each manufacturer of the
device to submit to FDA a premarket
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approval application at a date to be set
in a future regulation. Each premarket
approval application would include
information doncerningsafetyand
effectiveness tests for the device. The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the dateof its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of-Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.

SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register-provides backgroud
-information concerning the development
of the proposed regulation. The
Anesthesiology Device Classification
Panel and the Cardiovascular Device
Classification Panel,, FDA advisory
committees, made the following
recommendations regarding the
classification of indwelling blood
hydrogen ion concentration (pH)
analyzers: :

1. Identification: An indwelling blood
hycogen ion concentration (PHI)
analyzer is a device which consists of a
catheter-tip pH electrode that is used to
measure, in vivo, the hydrogen ion
concentration (pH) in blood to aid in
determining the patient's acid-base
balance.

2. Recommended Classification: The
Anesthesiology Device classification
Panel recommends that indwelling blood
hydrogen ion concentration analyzers be
classified in Class III (premarket
approval). The Anesthesiology Device
Classification Panel recommends that
premarket approval of this device be a
medium priority. The Cardiovascular
Device Classification-Panel recommends
that the device be classified in Class II
(performance standards). The
Cardiovascular Panel recommends that

,establishing performance standards be a
low priority.--

3. Summary of keasons for 1 -

recommendition: The Anesthesiol9gy
Device Classification Panel recommends
that indwelling blood hydrogen ion
concentration (pH) analyzers be
classified into class Ill (premarket
approval) because the device presents a
potential unreasonable risk of illness or
injury to the patient The Panel believes

- that insufficient information exists, to
determine that general controls or
standards would be adequate to provide
reasonable assurance of the safety and
effectiveness of the device. The
Cardiovascular Device Classification
Panhi recommends that the pH catheter
probe be classified into class 1I because
this device is neither life-supporting-nor
life-sustaining, but is potentially
hazardous to life or health even when
properly used. Because the device is
-placed directly in contact with the blood
stream it should be designed and
constructed to minimize disruption of
normal blood flow and foreign body
reactions. Materials used in the device
should meet a generally accepted
satisfactory level of tissue and blood
compatibility, including requirements for
adequate surface fiish and cleanliness,
which may affect the degree of
compatibility. Cerlain performance
characteristics of the pH catheter probe,
such as electrical isolation, accuracy,
and stability, should be made known to
the user through special labeling. The
device is used with other devices in a
system that may be hazardous if not
satisfactorily assembled, used, and
maintained. The Panel believes that
general controls alone would not
provide sufficient control over the
performance characteristics of this
device. The Panel believes that a
performance standard would provide
reasonable assurance of safety and
effectivenss of the device and that there
is sufficient information to establish a
standard to prbvide such assurance.

4. Summary of data on which the
recommendation is based: The
Anesthesiology Device Classification
Panel based its recommendation on the
lack of published clinical data relating
to the safety of, and the problems
associated with, this device, and on the
lack ofwidespread clinical experience
in using the device. The Cardiovascular
Device Classification Panel based its -

recommendation on the potential
hazards associated-with the inherent
properties of the deviceand on the
Panel members knowledge of, and
clinical experience with, the device.

5. Risks to health: Both the
Anesthesiology Device Classification

Panel and the Cardiovascular Device
Classification Panel identified the
following risks to health: (a)
Inappropriate therapy: If the device is
improperly calibrated, erroneous pH
measurements may cause an incorrect.
diagnosis, leading to inappropriate "
therapy, (b) Thrombus or embolus
formation: The analyzer materials may
be incompatible with the blood, leading
to thrombus on embolus (clot) formati6n.
Cc) Electrical shock: If the device Is
improperly designed, the patient may
receive an electrical shock.

Proposed Classification
FDA agrees with the Anesthesiology

Device Classification Panel
recommendation and is proposing that
indwelling blood hydrogen ion
concentration (pH) analyzers be
classified into class III (premarket
approval). FDA disagrees with the
Cardiovascular Device Classification
Panel recommendation that indwelling
blood hydrogen ion concentration (pIH]
analyzers be classified into class I1
(performance standards). The agency
believes the device presents a potential
unreasonable risk of illness or injury
because the design of, and the materials
used in the device may contribute to
thrombus or embolus formation and
because erroneous pH mesurement may

.lead to inappropriate patient therapy.
The agency believes that insufficient
information exists to determine that
general controls would provide
reasonable assurance of the safety and
effectiveness of the device and that
insufficient information exists to
establiska performance standard for the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs -

proposes to amend Part 868 in Subpart B
by adding new § 868.1170, to read as
follows:

§ 868.1170 Indwelling blood-hydrogen Ion
concentration (pH) analyzer.

(a) Identification. An indwelling blood.
hydrogen ion concentration (pi)
analyzer is a device which consists of a
catheter-tip pH electrode that is used to
measure, in vivo, the hydrogen ion
concentration (pH) in blood to aid in'
determining the patient's acid-base
balance.

(b) Classification. Class HI (premarket
approval).

Interested persons may, on or before
January 2, 1980, submit to the office of
the Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
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Fishers Lane, Rockville, ,1D 20857,
written comments regardingthis
proposal: Four copies of any comments
are to be submitted, except that
individuals may submit one copy.
Comments are to be identified with the
Hearing Clerk docket number found in
brackets in the heading of this
document. Received commentsmay be
seen in the above office between 9 a.m.
and 4 p.m., Monday through Friday.

Dated: Septenber 19,1979.
idlliam F. Randolph,

Acting Associate Commissioner for
RegulatoryAffairs.
[FR Doc.ar--3334 Filed 11-1-79: 8:45 am)

8,JJNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1 6601

Medical Devices;, Classification of
Nonindwelling Blood Hydrogen Ion
Concentration (pH)rAnalyzers

AGENCY. Food and Drug Administration.

ACTION: Proposed rule.

SUMMARY. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying nonindwelling blood
hydrogen ion concentration (pH]
analyzers into class II [performance
standards). FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class II. The
effect of classifying-a device into class 11
is to provide for the -future development
of one ormore performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying -the device. These
actions are being taken-under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing'Clerk fHFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville. MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910.301-427-
7226.

SUPPLEMENTARY INFORMATION:

Panel Recommnendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed
regulations. The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of nonindwelling blood
hydrogen-ion concentration (pH)
analyzers:

1. Identification: A nonindwdlling
blood hydrogen ion concentration [pH]
analyzer is a device that uses
electrochemical electrodes to measure,
in vitro, the hydrogen ion concentration
of blood to aid in determining the
patient's acid-base balance.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reason for
recommendation: The Panel
recommends that nonindwelling blood
hydrogen ion concentration (pH)
analyzers be classified into class U
(performance standards because the
patient's blood pH must be accurately
measured to issure proper diagnosis of
the patient's condition. The Panel
believes that general controls will not
provide sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that is
sufficient information toestablish a
standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
member's person knowledge of, and
clinical experience with, the device.

5. Risks to health: Inappropriate
therapy: Inaccurate measurement of the
blood hydrogen ion concentration (pH]
may cause an incorrect diagnosis,
leading to inappropriate therapy.

Propose Classification

FDA -agrees with the Panel
recommendation andis proposing that
nonindwelling blood hydrogen ion
concentration (pH) analyzers-be
classified into class II. The agency
believes that a performance standard is
necessary for this device because
geneial controls alone are insufficient to
control the risks to health presented by
the device. A performance standard
would provide reasonable assurance of
the safety and effectiveness of the
aevice. The agency also believes that
there is sufficient information to

establish a performance standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055. 90 StaL 540-546 (Z1
U.S.C. 360. 371(a))) and under authority
delegatedto him (21 CFR 5.1], the
Commissioner of Food and Drugs
proposes to amend Part M58 in Subpart B
by adding new § 88.1180, to read as
follows:

§ 868.1180 NonrndweTnl blood hydrogen
Ion concentration (po) analyzer.

(a] Identification. A nonindwelling
blood hydrogen ion concentration (pH
analyzer is a device that uses
electrochemical electrodes to measure,
in vitro, the hydrogan ion concentration
of blood to aid in determining the
patient's acid-base balance.

(b) Classification. Class II
(performance standards.

Interested persons may, on orbefore
January 2.1980. submit to the Hearing
Clerk (HFA-305]. Food and Drug.
Administration, Ru. 4--65,5600 Fishers
Lane, Rockville, MD 208-7, written
comments regarding this proposal. Four
copies of any comments areto be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document.Received comments
may be seen in the abhve office between
9 anm. and 4 pm., Monday through
Friday.

Dated: September 19. 1979.
William F. Randloph.
Acting Associate Coaumssionerfor
Pw.~alator" Aff oirs.

BILLING CODE 4110-03-M

-21 CFR Part 868

[Docket No. 78N-1661]

Medical Devices;, Classification of
Nonlndwelling Blood Nitrogen Partial
Pressure (PNz) Analyzers
AGENCY: Food and Drug Administration.
ACTIOn:. Proposed Rule.

summAR. The Food and Drug
Administration (FDA is issuingfor
public comment a-proposed-egulation
classifying non-indwelling blood
nitrogen partial pressure (PNz) analyzers
into class 11 (performance standards].
FDA is also publishing the
recommendation of the Anesthesiology
Device Cjassification Panel that the
device be classified into class Il. The
effect of classifying a device into class H
is to provide for the future development
of one or more performance standards
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to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices [HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the FederalRegister provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of nonindwelling blood
nitrogen partial pressure (PN2)
analyzers-

1. Identification: A nonindwelling
blood nitrogen partial pressure (PN2)
analyzer is a device used to measure, in
vitro, the partial pressure of nitrogen in
blood to aid in determining the patient's
circulatory, ventilatory, and metabolic
status.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends that nonindwelling blood
nitrogen partial pressure (PN2) analyzers
be classified into class II (performance
standards) because the partial pressure
of nitrogen in a patient's blood must be
accurately measured to assure proper
diagnosis of the patient's condition. The-
Panel believes that general controls will
not provide sufficient control overthis
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and, that
there is sufficient information to
establish a standard. -

4. Summary of data on which the
recommendation is based: The Panfel

based its recommendation on the Panel
members' personal knowledge of, and
c dlinical experience with, nonindwelling
blood nitrogen partial pressure (PN2)
analyzers.

5. Risks to health: Inappropriate
theiapy: Inaccurate measurement of the
partial pressure of nitrogen in the
patient's'blood may cause an incorrect
diagnosis, leading to inappropriate
therapy.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
nonindwelling blood nitrogen partial
pressure (PN2) analyzers be classified
into class II (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to-control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for'this device.

Therefore, under the Federal Food,
Drug, and Cosinetic Act (secs. 513,
701(a), 52Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under the
authority delegated to him (21 CFR 5.1),
the Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1190, to read as
follows:

§ 868.1190 Nonindwelling blood nitrogen
partial pressure (PN2) analyzer.

(a) Identification. A nonindwelling
blood nitrogen partial pressure (PN2)
analyzer is a device used to measure, in
vitro, the partial pressure of nitrogen in
blood to aid in determining the patient's
circulatory, ventlatory, and metabolic
status.
(b) Classification. Class II

(performance standards).
Interested persons may, on or before

January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this.proposal. Four
copies -of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be -

identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m.' and 4 p.m., Monday through
Friday.

Dated: September 19, 1979,
William F. Randolph,
Acting Associate Commissioner fo
Regulatory Affairs.
IFR Doe. 76-33340 Filed 11-1-79;. 8:45 am)
BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-16621

Medical Devices; Classification of
Indewelling Blood Oxygen Partial
Pressure (P,) Analyzers
AGENCY. Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying indwellirig blood oxygen
partial pressure (P,) analyzers Into
class II (premarket approval). FDA Is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel, the General and
Plastic Surgery Device Classification
Panel, and the General Hospital and
Personal Use Classification Panel that
the device be classified into class Ill.
The effect of classifying a device Into
class IIl is to require each manufacturer
of the device to submit to FDA a
premarket approval application at a
date to be set in afuture regulation.
Each premarket approval application
would include information concerning
safety and effectiveness tests for the
device. After considering public
comments, FDA will issue.a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1970.
DATES: Comments by January 2, 1080.'
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of Its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere In this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation,

[ i II
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The Anesthesiology Device
Classification Panel, the General and
-Plastic Surgery Device Classification
Panel, and the General Hospital and
Personal Use Device Classification
Panel, FDA advisory committees, made
the following recommendation regarding
the classification 'of-indwelling blood
oxygen partial pressure (P,) analyzers:

1. Identification- An indwelling blood
oxygen partial pressure '(P,) analyzer is
a device which consists of a catheter-tip
P, transducer {e.g., P, electrode) -that
is used to measure, in-vivo, the partial
pressure of oxygen inblood to aid in
determining the patient's circulatory,
ventilatory, and metabolic status.

2. Recommendedmlassification: Class
Ill (premarket approval).The
Anesthesiology DeviceClassification
Panel, the General Hospital and
Personal Use Device Classification
Panel, and the General and Plastic
Surgery Device Classification Panel
recommend that indwelling blood
oxygen partial pressure fP=) analyzers
be classified into -class il_(premarket
approval]. The Anesthesiology Device
Classification Panel recommends that
premarket approval of this device be a
medium priority. The General Hospital
Device ClassificationPanel and the
General and Plastic Surgery.Device
Classification Panel recommend that
premarket approval of this device be a
high priority.

3. Summary ofeasons for
recommendation: The Anesthesiology
Device Classification Panel recommends
that indwelling blood. oxygen partial
pressure (P,) analyzers be classified
into class H because the device presents
a potential unreasonable -risk of illness
or injury. The Panel believes that
insufficient information exists to
determine that general controls or
performafice standards would be
-adequate to provide reasonable
assurance of the safety or effectiveness
of the device. The General Hospital and.
Personal Use Device Classification
Panel citedinsufficient information
concerning the device-and the potential
for misdiagnosis of P., as reasons for
recommending -cassificationinto class
I. The General andPlastic Surgery

Device Classification Panel cited the
-high incidence 7of bloodclotformation
resulting from use -ofhe-device and
insufficient information-to establish an
adequate performance standardslor the
device as reasons for its
recommendation that the device be
classified into class IL

4. Summary of data on which the
recommendation is based: The
Anesthesiology Device Classification
Panel, the General Hospital and
Personal Use Device Classification

Panel, and the General and Plastic
Surgery Device Classification Panel
based their recommendations on the
Panel members' personal knowledge of.
and clinical experience with, the device.
The Panels also based their
recommendations on the lack of
published clinical data available
relating to the safety of. and the
problems associated with, this device,'
and on the lack of widespread clinical
experience in using the device.

5. Risks to health: Both the
Anesthesiology Device Classification
Panel and the General Hospital and
Personal Use Device Classification
Panel identified the following risks to
health: (a) Inappropriate therapy: If the
deivce is improperly calibrated,
erroneous measurement of the blood P.,
may cause an incorrect diagnosis of the
patienrs condition, leading to
inappropriate therapy. (b) Embolus
formation: Analyzer materials may be
incompatible- with the blood, causing
thrombus or embolus formation. (c)
Bleeding:'The P,, analyzer may
puncture the blood-vessel, resulting in
potentialy fatal'bleeding.Id)lElectrical
shock: If -the device is improperly
designed, the patient may receive an
electrical shock. In addition to the
foregoing, the General and Plastic
Surgery Device Classification Panel
identified the following risks to health:
(e) Infection: If the device is not sterile,
infection may result. () Bleeding- Poor
mechanical integrity of the catheter-
electrode components may cause them
to disassemble accidentally, resulting in
severe blood loss from the patient.
Proposed Classification

FDA agrees with the Panels'
recommendations and is proposing that
indwelling blood oxygen partial
pressure (POJ analyzers be classified
into class M (premarket approval). The
agency believes the device presents a
potential unreasonable risk of illness or
injury because the designof, and the
materials used in. the device may
contribute to thrombus or embolus
formation and because erroneous blood
oxygen partial pressure measurements
may lead to institution-of inappropriate
patient therapy.The agency believes
that premarket approval is mecessary for
this device because general controls or
performance standards -are insufficient
to control the above described'isks to
health and thus cannot provide
reasonable assurance of the safety and
effectiveness of the device.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055,90 Stat. 540-5M (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the

Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 86&1200, to read as
follows.

§ 868.1200 Indwelflng blood oxygen
partial pressure (Poll ana.yzer.

(a) Identification. An indwelling blood
oxygen partial pressure (P,,,] analyzer is
a device which consists of a catheter-tip
P., transducer (e.g., P, electrode] that
is used to measure, in -vivo, the partial
pressure of ozygen in blood to aid in
determining the patient's circulatory,
ventilatory, and metabolic status.

(b) Clossification. Class M (premarket
approval).

Interested persons may, on or before
January 2,1980. submit to the Hearing
Clerk (HFA-305. Food and Drug
Administration. Rm. 4-65,6500 Fishers
Lane, Rockville. MD 20857, %itten
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received-comments
may be seen in the above office beheen
9 a.m. and 4 pan.. Monday through
Friday.

Dated: September 19.1979.
Willam F. Randolph.
Acting Associate Commisionerfor
RegulatoryAffairs.
IM D=5-3347 FI,,d 124-7R- N aml
BILLNG COO 411 D-0-U

21 CFR-Part 868

[Docket No. 78N-1663]

Medical Devices; Classification of
Nonindwelling Blood Oxygen Partial
Pressure (Pft) Analyzers

AGEC'Y: Foodand Drug Adminis tration.
AMT~OW Proposed Rule.

summAmy The Food and Drug
Administration (FDA) is issuing for
public comment a proposed-regulation
classifying nonindwelling blood oxyan
partial pressure (P,) analyzers into
class II (performance standards). FDA is
also publishing the-recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified Into class IL The effect of
classifying a device into class H is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
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DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective

'30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HIFA-305),
Food and Drug Administration, Pan. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION: "

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the folloing
recommendation regarding the
classification of nonindwelling blood
oxygen partial pressure (P62) analyzers:

1. Identification: A nonindwelling"
blood oxygen partial pressure (Po2)
analyzer is a device used to measure, in
vitro, the partial pressure of oxygef in
blood to aid in determining the patient's
circulatory, ventilatory, and metabolic
status. The device may use techniques
such as electrochemical electrodes, gas
chromatography, or mass spectrometky.

2. Recommended classification: Class
II (performance standards). The Panel
recommends. that establishing a
performance'standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends that nonindwelling blood
oxygen partial pressure (Po2) analyzers
be classified into class I (performance
standards) because the partial pressure
of oxygen-in a'patient's blood must be
accurately measured to assure proper
diagnosis of the patient's condition. The
Panel believes that general controls will
not provide sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which-the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.
- 5. Risks to health: Inappropriate
therapy: Inaccurate measurement of the

partial pressure of oxygen in the
patient's blood may cause an incorrect
diagnosis, leading .to inappropriate
therapy.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
nonindwelling blood oxygen partial
pressure (Po)2 analyzers be classified
into class II (performance standards).
The agency believes that a performance'
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard will provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1210, to read as
follows:

§ 868.1210 Nonindwelling blood oxygen
partial pressure (Po) analyzer.

(a) Identification. A nonindwelling
blood oxygen partial pressure (Po
analyzer is a device used to measure, in
vitro, the partial pressure of oxygen in
blood to aid in determining the patient's
circulatory, ventilatory, and metabolic
status. The device may use techniques
such as electrochemical electrodes, gas
chromatography, or mass spectrometry.

'(b) Classification.' Class II
(performance standards).

Interested persons may. on or before
January 2, 1980, submit to the Hearing
.Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65,5600 Fishers
Lane, Rockville, MD 20857, written
commeAts regarding this proposal. Four
copiesof any comments are tobe ,
submitted, except that individuals may
submit one copy. Comments are to be
identified -with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20,1979.

William F. Randolph, ,
ActingAssociate Commssionerfor
RegulatoryAffairs.

(FR Doc. 79-33348 Filed 11-1-79; &-45 aml
BILUNG CODE 4110-03M

21 CFR Part 868

[Docket No. 78N-1664]

Medical Devices; Classification of
Calibrated Breathing System
Collection Bottles
AGENCY: Food and Drug Administration,
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying calibrated breathing system
collection bottles into class.ll
(performance standards). The FDA Is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class I. The effect of
classifying a device into class I1 Is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device, These
actions are being taken under the
Medical Device Amendments of 1070,
DATES: Comments by January 2, 1080,
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register,
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226. :
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this Issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of calibrated breathing
system collection bottles:

1. Identification: A calibrated
breathing system collection bottle is a
calibrated container that is used to
collect fluids aspirated from a patient
and that is capable of protecting the
vacuum source by stopping the vacuum
when the container overflows.

2. Recommended classification: Class
II (performance standards). The Panel
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recommends that establishing a
p~rformance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that the calibrated
breathing system collection bottle be
classified into class II (performance
standards) to assure that the
graduations on the bottle are correctly
calibrated. The Panel believes that
general controls will not provide
sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: (a) Inaccurate
measurement- Inaccurate graduations on
the bottle will cause inaccurate
measurement of the volume of aspirated
fluid. (b) Inadequate suction: Inadequate
sealing of the bottle will decrease its
effectiveness, due to air leakage. (c) -

Contamination of main vacuum system:
Failure of the automatic cutoff may
result in contamination of the main
vacuum system, increasing the risk of
patient infections.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
calibrated breathing system.collection
bottles be classified into class II
(performance standards). The agency
believes that a performance standard is
necessary for this device because
general controls alone are insufficient to
control the risks to health presented by
the device. A performance standard
would provide reasonable assurance of
the safety and effectiveness of the
device. The agency also believes that
there is sufficient information to
establish a performance standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1). the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1250, to read as
follows:

§ 868.1250 Calibrated breathing system
collection bottle. '

(a) Identification. A calibrated
breathing system collection bottle is a
calibrated container that is used to

collect fluids aspirated from a patient
and that is capable of protecting the
vacuum source by stopping the vacuum
when the container overflows.

(b) Classification. Class II
(performance standards).

Interested persons maX. on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated. September 20,1979.
William F. Randolph.
Acting Associate Commissionerfor
RegulatoryAffairs.
[FR Do., 79-33349 Fied 11-1-79; &45 mi
BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1665]

Medical Devices; Classification of
Uncalibrated Breathing System
Collection Bottles
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is Issuing for
public comment a proposed regulation
classifying uncalibrated breathing
system collection bottles into class I
(general controls). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class I. The effect of classifying a device
into class I is to require that the device
meet only the general controls
applicable to all devices. After
considering public comments, FDA vill
issue a final regulation classifying the
device. These actions are being taken
under the Medical Device Amendments
of 1976.
DATES: Comments by January 2.1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305).
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville. MD
20857.

'FOR FURTHER INFORMATION CONTACT.
James R. Veale. Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave.. Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, and FDA advisory
committee, made the following
recommendation regarding the
classification of uncalibrated breathing
system collection bottles:

I. Identification: An uncalibrated
breathing system collection bottle is a
container that is used to collect fluids
aspirated from a patient and that is
capable of protecting the vacuum source
by stopping the vacuum when the
container overflows.

2. Recommended classification: Class
I (general controls). The Panel
recommends that the device be exempt
from good manufacturing practice
regulation under section 520(0f of the
Federal Food, Drug. and Cosmetic Act
(21 U.S.C 360j(f).

3. Summary of reasons for
recommendation: The Panel
recommends that uncalibrated breathing
system collection bottles be classified
into class I (general controls) because
general controls are sufficient to proida
reasonable assurance of the safety and
effectiveness of the device. The Panel
does not believe that this device
requires performance standards to
control the identified risks to health. The
Panel recommends that the
manufacturer not be required to comply
with the good manufacturing practice
requirements because compliance with
those requirements would not improve
the safety and effectiveness of the
device.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: (a) Inadequate
suction: Inadequate sealing of the bottle
will decrease its effectiveness due to air
leakage. (b) Contamination of the main
vacumm system: Failure of the
automatic cutoff may result in
contamination of the main vacumm
system, increasing the risk of patient
infections.
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Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
uicalibrated breathing system collection
bottles be classified into class I (general
controls). The agency believes that
general controls are sufficient to provide
reasonable assurance ofthe safety and
effectiveness of the device.

In response to the Panel's
recommendation that manufacturbrs of
an uncalibrated breathing system
collection bottle be exempt from the
device good manufacturing practice
(GMP] regulation under section 520(f) of
the act (21 U.S.C. 360j(f)), FDA is
proposing that a manufacturer of this
device be-exempt, in the manufacture of
the device, from all requirements in the
GMP regulation except § 820.180 (21
CFR 820.180), with respect to general
requirements concerning records, and
§ 820. 198 (21 CFR 820.198), with respect
to complaint files. Based on available
information about current practices used
in the manufacture of the device and
user experience' with the device, the
agency has determined that application
of the GMP regulation, other than
§ § 820.180 and.820.198, is 'unlikely to
improve the safety and effectiveness of
the device. The agency believes,
however, that manufacturers of an
uncalibrated breathing system collection
bottle must still be required to comply
with the complaint file requirements of
§ 820.198 to ensure that these
manufacturers have adequate systems
for complaint investigations and
followup. The agency also believes that
manufacturers of an uncalibrated
breathing system collection bottle must
still be required to comply with the
general rbquirements-concerning records
in § 820.180 to ensure that FDA has -
access to complaint files, can investigate
device-related injury reports and
complaints about product defects, may

'determine whether the manufacturer's
corrective actions are adequate, and.
may determine whether the exemption
from other sections of the GMP
regulation is still appropriate.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1,260, to read as
follows:

§ 868.1260 Uncalibrated breathing system
collection bottle.

(a) Identification. An uncalibrated
breathing system collection bottle is a
container that is used to collect fluids

aspirated from a patient and that is
capable of protecting the vacuum source
by stopping the Vacuum when the
container overflows.

(b) Classification. Class I (general
controls). The device is exempt from the
good manufacturing practice regulation
in Part 820 of this chapter, with the
exception of § 820.180, with respect to
general requirements concerning
records, and § 820.198, with respect to

* complaint files.
Interested persons may, on or befoie

January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written -
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20,1979.
William F. Randolph,
Acting Associate Commisioner for
RegulatoryAffairs.

FR Doc. 79-33350 Filed 11-1-79. 8:.45 am] -

BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1666]

Medical Devices; Classification of
Carbon Dioxide Gas Analyzers

AGENCY: Fodd andDrug Administration."
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying carbon dioxide gas analyzers
into class II (performance standards).
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class II. The
effect of classifying a device intoclass II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public..
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective -
30 days after the date of its publication
in the Federal Register.

ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
.20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this Issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory

•committee, made the following
recommendation regarding the
classification.of carbon dioxide gas
analyzers:

1. Identification: A carbon dioxide gas
analyzer is a device used to measure the
concentration of carbon dioxide in a gas
mixture to aid in determining the
patient's ventilatory, circulatory, and
metabolic status. The device may use
techniques such as chemical titration,
absorption of infrared radiation, gas
chromatography, and mass
spectrometry.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recoinmends that carbon dioxide gas
analyzers be classified into class 11
(performance standards) because the
carbon dioxide concentration In a
patient's breath must be accurately
measured to assure proper diagnosis of
the patient's condition. The Panel
believes that general controls will not
provide sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, this device,

5. Risks to health: Inappropriate
therapy: Inaccurate measurement of the
carbon dioxide concentration may cause
an incorrect diagnosis, leading to
inappropriate therapy.
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Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
carbon dioxide gas analyzers be
classified into class II (performance
standards). The agency believes that a
performance standard is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented by the device. A
performance standard would provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, finder the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1400, as follows:

§ 868.1400 Carbon dioxide gas analyzer.
(a) Identification. A carboi dioxide

gas analyzer is a device used to measure
the concentration of carbon dioxide in a
gas mixture to aid in determining the
patient's ventilatory, circulatory, and
metabolic status. The device may use
techniques such as chemical titration.
absorption of infrared radiation, gas
chromatography, and mass
spectrometry.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Cominents are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20,1979.
William F. Randolph,
Actng Associa te Commissioner for
RegulatoryAffairs.-
[FR DO, 7-9-33351 Fied 11-1-79; 8.45 aml

BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1667]

Medical Devices; Classification of
Carbon Monoxide Gas Analyzers

AGENCY: Food and Drug Administration.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying carbon monoxide gas
analyzers into class II (performance
standards). FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class IL The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS' Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration. Rm. 4--
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, and FDA advisory
committee, made the following
recommendation regarding the
classification of carbon monoxide gas
analyzers:

1. Identification: A carbon monoxide
gas analyzer is a device used to measure
the concentration of carbon monoxide in
a gas mixture to aid in determining the
patient's ventilatory status. The device
may use techniques such as infrared
absorption and gas chromatography.

2. Recommended classificatiom Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that carbon monoxide gas
analyzers be classified into class II
(performance standards) because the
carbon monoxide concentration in a

patient's breath must be accurately
measured to assure proper diagnosis of
the patient's condition. The Panel
believes that general controls will not
provide sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of. and
clinical experience with, this device.

5. Risks to health: Inappropriate
therapy: Inaccurate measurement of the
carbon monoxide concentration in a gas
mixture may cause an incorrect
diagnosis, leading to inappropriate
therapy.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
carbon monoxide gas analyzers be
classified into class II (performance
standards). The agency believes that a
performance standard is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented by the device. A
performance standard would provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
711(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of'Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 888.1430, to read as
follows:

§ 868.1430 Carbon monoxide gas
analyzer.

(a) Identification. A carbon monoxide
gas analyzer is a device used to measure
the concentration of carbon monoxide in
a gas mixture to aid in determining the
patient's ventilatory status. The device
may use techniques such as infrared
absorption and gas chromatography.

(b) Classification. Class 1
(performance standards).

Interested persons may, on or before
January 2.1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration Rm. 4-65,5600 Fishers
Lane, Rockville. MD 20857, written
comments regarding this proposal Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
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identified with the Hearing Clerk docket
number found in brackets in the heading
of this.document. Received comments
may be seen in the abov6 office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20, 1979.
William F. Randolph,
Acting Associate Commissioner for
Regulatory Affairs.
IFR Doc. 79-33352 Filed 11-1-79; 8:45 anj

BILLING CODE 4110-03-M

21 ,CFR Part 868

[Docket No. 78N-16681

Medical Devices; Classification of
Enflurane Gas Analyzers
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying enflurane gas analyzers into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class I. The effect of
classifying a device into class IIis to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device: These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication.
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration,, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD.
20857.
FOR FURTHER INFORMATION CONTACT
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., SilverS.pring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background informatioh concerning the
development of the proposed regulatior.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following

recommendation regarding the
classification of enflurane gas analyzers:

1. Identification: An enflurane gas-,
analyzer is.a device used to measure the
concentration of enflurane anesthetic in
a gas mixture.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.
' 3. Summary of reasons for

recommendation: The Panel
recommends that the enflurane gas
analyzer be classified into, class II
(performance.standards) because the
device must accurately measure the
concentration of enflurane anesthetic in
a gas mixture to assure that the patient
is properly anesthetized. The Panel
believes that general controls will not
provide sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: (a) Memory and
pain: If the device's calibration is faulty
and the patient receives too low a
concentration of enflurane to be '
properly anesthetized, the patient may
experience pain during surgery and
remember the surgery afterwards. (b)
Cardiopulmonary arrest: Excessive
depth of anesthesia caused by faulty
calibration may induce cardiopulmonary
arrest and possibly death.

I
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
enflurane gas analyzers be classified
into class II (performance standards].
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device. i

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated lo him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B

by adding new § 868.1500, to read as
follows:

§ 868.1500 Enflurane gas analyzer.
(a] Identification. An enflurane gas

analyzer is a device used to measure the
concentration of enflurane anesthetic In
a gas mixture.• (b) Classification, Class 1I
(performahce standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that'indlviduals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments •
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20, 1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs.
|FR Doc. 79-33353 Filed 11-1-7: 8:45 am]

BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78-1669]

Medical Devices; Classification of Gas
Collection Vessels

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regqlation
classifying gas collection vessels Into
class I (performance standards). FDA Is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class ]I. The effect of
classifying a device into class I1 Is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classsifying the device. These
actions are being taken under the
Medical Device Amendments of 1970.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date-of its publicatfon
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rn. 4-
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65, 5600 Fishers Lane, Rockville, MD
20857.

FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.

SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of gas collection vessels:
1 1. Identification: A gas collection
vessel is a containerlike device used to
collect a patient's exhaled gases for
subsequent analysis. It does not include
a sampling pump.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that gas collection vessels
be classified into calss II (performance
standards) because the design of, and
the materials used in, the device must be
controlled to assure that the patient's
exhaled gases are sampled properly and
to prevent gas leaks or absorption of the
sampled gas in the device. Improper
samplingor sample storage may result
in an inaccurate analysis of the sampled
gases that could cause an incorrect
diagnosis, leading to inappropriate
therapy. The Panel believes that general
controls will not provide sufficient
control over this characteristic. The
Panel believes that a standard will
provide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient information
to establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: Inappropriate
therapy: System leaks or absorption of
the sampled gas in the device may result
in the inaccurate measurement of the
sampled gas. The inaccurate
measurement may cause an incorrect
diagnosis of the patient's condition.
leading to inappropriate therapy.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
gas collection vessels be classified into
class II (performance standards]. The
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1575, to read as
follows:

§ 868.1575 Gas collection vessel.
(a) Identification. A gas collection

vessel is a container-like device used to
collect a patient's exhaled gases for
subsequent analysis. It does not include
a sampling pump.

(b) Classification. Class I
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Land. Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20.1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Doc. 79-33354 Fidd 11-1-79; 84 a5n=

BILNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1670]

Medical Devices; Classification of
Halothane Gas Analyzers
AGENCY: Food and Drug Administration.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for

public comment a proposed regulation
classifying halothane gas analyzers into
class H (performance standards). FDA is
also publishing-the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 21980.
FDA proposes that the final regulation
based on this proposal become effective
S0 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305],
Food and Drug Administration. Rm. 4-
65, 5600 Fishers Lane. Rockville, MiD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices UHFK--430), Food and Drug
Administration, Department of Health,
Education, and Welfare. 8757 Georgia
Ave. Silver Spring, MD 20910,301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, and FDA advisory
committee, made the following
recommendation regarding the
classification of halothane gas
analyzers:

-1. Identification: A halothane gas
analyzer is a device used to measure the
concentration of halothane anesthetic in
a gas mixture. The device may use
techniques such as mass spectrometry
or absorption of infrared and ultraviolet
radiation.

2. Recommended classification: Class
I (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that halothane gas
analyzers be classified into class Il
(performance standards) because the
device must accurately measure the
concentration of halothane anesthetic in
a gas mixture to assure that the patient
is properly anesthetized. The Panel
believes that general controls will not
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provide sufficient control over this
characteristic.'The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard to provide such
assurance.

4. Summary of data on-which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: (a) Memory and
pain: If the device's calibration is faulty
and the patient receives too low a
concentration of halothane to be
properly anesthetized, the patient may
experience pain during surgery and/or
remember the surgery afterwards. (b)
Cardiopulmonary arrest: Excessive
depth of anesthesia caused byfaulty
calibration, may induce '
cardiopulmonary arrest and possible
death.
Proposed Classification _

FDA agrees with the Panel,
recommendation and is proposing that
halothane gas analyzers be classified
into class II (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard will provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (seci.'513,
701(a), 52 Stat 1055, 90 Stat 540-546 (21
U.S.C. 360c, 371(a))) and under'authority
delegated to him (21 CFR 5.1); the
Commissioner of Food and Drugs
proposes to amend Part.868 in Subpart B
by adding new § 868.1620, to read as
follows:

§ 868.1620 Halothane gas analyzer.
(a) Identification. A halothane gas

analyzer is a device used to measure the
concentration of halothane anesthetic in
a gas mixture. The device may use
techniques such as mass spectrometry
or absorption'of infrared and ultraviolet
radiation.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (-FA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be

submitted, except that individuals may
subniit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20, 1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[Fi Doc. 79-33355 Filed 11-1-79; :45 am]

BILNG CODE ,1110-03-M

21 CFR Part 868

[Docket No. 78N-i671]

Medical Devices; Classification of
Helium Gas Analyzers
AGENCY: Food and Drug Administration.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a propose4-regulation
classifying helium gas analyzers into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm, 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY iNFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the.
development of the proposed regulation.
The Anesthesiology Device

Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of helium gas analyzers:

1. Identification: A helium gas
analyzer is a device used to measure the
concentration of helium in a gas mixture
during pulmonary function testing, The
device may use techniques such as
thermal conductivity, gas
chromatography, or mass spectrometry.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that the helium gas
analyzers be classified into class II
(performance standards) because the
helium concentration in a gas mixture
must be accurately measured to assure
proper diagnosis of the patient's
condition. The Panel believes that
general controls will not provide
sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: Inappropriate
therapy: Inaccurate measurement of the
helium gas concentration may cause an
incorrect diagnosis, leading to
inappropriate therapy.
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
helium gas analyzers be classified into
class II (performance standards). The
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard will provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and-under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to anend Part 868 in Subpart B
by adding new § 868.1640, to read as
follows:

I mm IIII I
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§ 868.1640 Helium gas analyzer.
(a) Identification. A helium gas

analyzer is a device used to measure the
concentration of helium in a gas mixture
dining pulmonary function testing. The
device may use techniques such as
thermal conductivity, gas
chromatography, or mass spectrometry.

(b) Classification. Class Il
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rin. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20,1979.
William F. Randolph,
Act ngAssociate Conmissioner for
RegulatoryAffais.
FR Doc 7-33WFed 11-1-7n 545 aim]

BiLL COOE 4110-03-M

21 CFR Part 868

[Docket No. 781--1672]

Medical Devices;, Classification of
Neon Gas Analyzers

AGENCY: Food and Drug Administration.
ACTION: Proposed Rule.

SUMMARY. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying neon gas analyzers into class
1 (performance standards]. FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class I1. The effect of classifying a
device into classl is to provide for the
furture development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
D"ATES. Comments by January 2,1980.
FDA proposes that the final regulation
based on.this proposal become effective
30 days after the date of its publication
in the Federal Register.

ADDRESS: Written comments to the
office of the Hearing Clerk HFA-305),
Food and Drug Administration, Rm. 4-

65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MI) 20910,301-427-
7226.

SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, and FDA advisory
committee, made the following
recommendation regarding the
classification of neon gas analyzers:

1. Identification: A neon gas analyzer
is a device used to measure the
concentration of neon in a gas mixture
exhaled by a patient. The device may
use techniques such as mass
spectrometry or thermal conductivity.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that neon gas analyzers be
classified into class II (performance
standards] because the neon
concentration in a gas mixture must be
accurately measured to assure proper
diagnosis of the patient's condition. The
Panel believes that general controls will
not provide sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based.- The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: Inappropriate
therapy: Inaccurate measurement of the
neon gas concentration may cause an
incorrect diagnosis, leading to
inappropriate therapy.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
the neon gas analyzers be classified into
class 1I (performance standards). The
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health

presented by the device. A performance
standard will provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
Information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513.
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21.
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 88.1670, to read as
follows:

§ 868.1670 Neon gas analyzer.
(a) Ident'fication. A neon gas analyzer

is a device used to measure the
concentration of neon in a gas mixture
exhaled by a patient. The device may
use techniques such as mass
spectrometry or thermal conductivity.

(b) Classification. Class H
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, NMD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found In brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20, 1979.
IOUi F. Randolph,

Acting Associate Commissioner for
RegulctorAffairs.
1FR D,- .=-.7. n =tedi-1--t 4 Z a)
BILING COOE 4110-03-H

21 CFR Part 868
[Docket No. 7M4-1673]

Medical Devices; Classification of
Nitrogen Gas Analyzers
AGENCY' Food and Drug Administration.
AcnoN: Proposed Rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying nitrogen gas analyzers into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class H is to
provide for the future development of
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one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effectiv
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the.Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FUR1TER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides'
background information concerning the
developmenf of the proposed regulation
The Anesthesiology Device
Classification.Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of nitrogen gas analyzers:

1. Identification: A nitrogen gas
analyzer is a device used to measure th
concentration of nitrogen inrespiratory
gases to aid in determining the patient's
ventilatory status. The device may use
techniques such as gas chromatography
or mass spectrometry.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device b(
a low priority.

3. Summary of reasons for
reconmmendation: The Panel
recommends that nitrogen gas analyzer
be classified into class II (performance
standards) because the nitrogen
concentration in a patient's breath mus
be accurately measured to assure prop(
diagnosis of the patient's condition."Thi
Panel believes that general controls wil
not provide sufficient control over this
characteristic. The Panel believes that
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.
. 4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Pane
r "

members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: Inappropriate
therapy: Inaccurate measurement of the
nitrogen gas concentration may cause
an incorrect diagnosis, leading to
inappropriate therapy.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
nitrogen gas analyzers be classified into
class II (performance standards]. The
agency believes that a performance
standard is necessary for this device
because" general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard will provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performances
standard for this device.

.Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055,_90 Stat. 540-546 (21
U.S.C. 360c, 371(a)]) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § .868.1690, to read as
follows:

§ 868.1690 Nitrogen gas analyzer.
(a) Identification. A nitrogen gas-

analyzer is a device used to measure the
e concentration of nitrogen in respiratory

gases to aidin determining the patient's
ventilatory status. The 'device may use
techniques such as gas chromatography
or mass spectrometry.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65,5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four

s copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be

t identified with the Hearing Clerk docket
er number found in brackets in the heading
e of this document. Received comments

may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20,1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Doc. 79-33358 Filed 11-1-79; &45 am]

BILLING CODE 4110-03--M

21 CFR Part 868 -

[Docket No. 78N-1674]

'Medical Devices; Classification of
Nitrous Oxide Gas Analyzers
AGENCY: Food and Drug Administration,
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is Issuing for
public comment a proposed regulation
classifying nitrous oxide gas analyzers
into class II (performance standards),
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class'll. The
effect of classifying a device into class 1I
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1970.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere In this issue of

the Federal Register provides
-background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, An FDA advisory
committee, made the following
recommendation regarding the
classification of nitrous oxide gas
analyzers:

1. Identification: A nitrous oxide gas
analyzer is a device used to measure the
concentration of nitrous oxide
anesthetic in a gas mixture. The device
may use techniques such as infrared
absorption or mass spectrometry.

2. Recommended classification: Class
11 (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.
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3. Summary of reasons for
recommendation: The Panel
recommends that nitrous oxide gas
analyzers be classified into class II
(performance standards] because the
device's accurancy must be adequate to
assure that the patient is properly
anesthetized. The Panel believes that
general controls will not provide
sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: (a) Hypoxemia:
Patient hypoxemia (deficient blood
oxygenation) may be caused by an
excessive concentration of nitrous oxide
due to faulty analyzer calibration. {b)
Memory and pain: If-the device's
calibration is faulty and causes the
patient to receive too low a
concentration of nitrous oxide to be
properly anesthetized, the patient may
experience pain during surgery and/or
remember the surgery afterwards. (c)
Cardiopulmonary arrest: Excessive
depth of anesthesia caused by faulty
analyzer calibration could lead to
cardiopulmonary arrest.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
nitrous oxide gas analyzers be classified
into class HI (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat 1055,90 Stat. 540-546 [21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1700, to read as
follows:
§ 868.1700 Nitrous oxidegas analyzer.

(a) Identification. A nitrous oxide gas
analyzer is a device used to measure the
concentration of nitrous oxide
anesthetic in a gas mixture. The device

may use techniques such as infrared
absorption or mass spectrometry.

(b) Classification. Class 1
(performance stadards).

Interested persons may. on or before
January 2,1980. submit to the Hearing

,Clerk (-FA-305), Food and Drug
Administration, Rm. 4-65,5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this documenL Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated. September 20. 1979.
Wiliam F. Randolph,
ActingAssociate Commissioner for
RegulatoryAffai.
[FR Oor 79-39 Filed -1-,-m e45 aml

BILLING CODE 4110-0-M

21 CFR Part 868

[Docket No. 78N-1675]

Medical Devices;, Classification of
Oxygen Gas Analyzers
AGENCY- Food and Drug Administration.
ACTION: Proposed Rule.

SUMMFAARY- The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying oxygen gas analyzers into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class I. The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 197.
DATE.S: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305).
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville. MlD
20857.
FOR FURrhER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health.

Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, anFDA advisory
committee, made the following
recommendation regarding the
classification of oxygen gas analyzers:

1. Identification: An oxygen gas
analyzer is a device used to measure the
concentration of oxygen in respiratory
gases by techniques such as mass
spectrometry, polaragraphy, thermal
conductivity, or gas chromatography.
This generic type of device also includes
paramagnetic analyzers.

2. Recommended classification: Class
H (performance standards]. The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends that oxygen gas analyzers
be classified into class RI (performance
standards) because the device should
accurately display the oxygen
concentration of the gases being
supplied to the patient. The Panel
believes that general controls will not
provide sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard. The Panel noted
that an American National Standards
Institute Committee has drafted a
proposed standard for this device.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: Hypoxia or
hyperoxia: If the oxygen concentration
of the gases breathed by the patient are
inaccurately measured, the patient may
receive too much oxygen, resulting in
hyperoxia, or too little oxygen, resulting
in hypoxia.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
oxygen gas analyzers be classified into
class 1I (performance standards). The
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
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presented by the device. A performance
standard would provide reasonable-
assurance of the safety and
effectiveness of the device. The agehcy
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B'
by adding new § 868.1720, to read as
follows:

§ 868.1720 Oxygen gas analyzer.
(a) Identification. An oxygen gas

analyzer is a device used to measure the
concentration of oxygen in respiratory
gases by techniques such as mass
spectrometry, polaragraphy, thermal
conductivity, or gas chromatography.
This generic type of device also includes
paramagnetic analyzers.,

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food arid Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy, Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20, 1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Dor. 794-330 Filed 1-1-79.A45 aMl

BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1676]

Medical Devices; Classification of
Oxygen Uptake Computers
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying oxygen uptake computers
into class II (performance standards).
FDA'is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified ihto class II. The

effect of classifying a device into class 11
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Witten comments to the
office of the Hearing Clerk (HFA-305).
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of-ealth,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recomnendation
A proposal elsewhere in this issue of

the Federal Register provides _.
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of oxygenuptake
computers:

1. Identification: An oxygen uptake
computer.is a device used to compute
the amount of oxygen consumed by the
patient and may include components for
determining expired gas volume and
composition.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that oxygen uptake
computers be classified into class II
(performance standards) because the
device must accurately compute the
amount of o)ygen consumed by the
patient: The Panel believes that general
controls will not provide sufficient
control over this characteristic. The
Panel believes that a standard will
provide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient information
to establish a standard. The Panel noted,
that the National Fire Protection -,

Association has been involved in
developing standards for this device.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, this device.

5. Risks to health: In appropriate
therapy: Inaccurate measurement of
oxygen consumption may cause an
incorrect diagnosis, leading to
inappropriate therapy.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
the oxygen uptake computers be
classified into class 1 (performance
standards), The agency believes that a
performance standard is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented by the device. A
performance standard will provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device,

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1730, to read as
follows:

§ 868.1730 Oxygen uptake computer.
(a) Identification. An oxygen uptake

computer is a device used to compute
the amount of oxygen consumed by the
patient and may include components for
determining expired gas volume and
composition.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20,1979.
William F. Randolph,
Actig Associate Commissionerfor
Regulatory Affairs. erfor
[FR DOc. 79-33361 Filed 1i-1-79: 8:45 aml
BILUNG CoD 4110-03-M
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21 CFR Part 868

[Docket No. 78N-1677]

Medical Devices; Classification of
Pressure Piethysmographs
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying plethysmographs into class II
(performance standards). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
3o days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4--
65, 5600 Fishers Lane, Rockville, MD
26857.
FOR FURTHER tNFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430], Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the'following
recommendation regarding the
classification of pressure
plethysmographs:

1. Identification: A pressure
Plethysmograph is a device used to
determine a patient's airway resistance
and lung volhmes by measuring pressure
changes while the patient is in an
airtight box.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that the pressure
plethysmographs be classified into class
II (performance standards) because the
mechanical design of, the device must
be controlled to assure that the patient
is able to open the chamber fromu the
inside in the event that the operator is
incapacitated. The electrical design of
the device must be adequate to assure
that the user does not receive an
electrical shock. The Panel believes that
general controls will not provide
sufficient control over these
charWteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: (a) Suffocation: The
patient may suffocate if unable to open
the chamber from the inside in the event
that the operator is incapacitated. (b)
Electrical shock: If the device is not
designed properly, the user may recieve
an electrical shock.

Proposed Classification
FDA agrees with* the Panel

recommendation and is proposing that
pressure plethysmographs be classified
into class II (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amena Part 868 in Subpart B
by adding new § 868.1750, to read as
follows:

§868.1750 Pressure plethysmograph.
(a) Identification. A pressure

plethysmograph is a device used to
determine a patient's airway resistance
and lung volumes by measuring pressure
changes while the patient is in an
airtight box.

(b) Classification. Class H
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this documenL Received comments
may be seqn in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20,1979.
William F. Randolph,
Ac Wng Associate Commssionerfor
ReSulatoryAffairs.
IFR Do,. 7%-303MFC -d 11-i-6: 4 3 a =
8IM.LIG CODE 4110-03-U

21 CFR Part 868

[Docket No. 78N-1678]

Medical Devices; Classification of
Volume Plethysmographs
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA] is issuing for
public comment a proposed regulation
classifying volume plethysmographs into
class U (performance standards]. FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class I is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk'{HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK.-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring. MD 20910, 301-427-
7226.
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SUPPLEMENTARY:INFORMATION:

Panel Recommendation i,

A proposal:elsewhere'in tis,issue-of
the Federal Register provides
background information concerning -the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, andFDA-advisory
committee, made thefollowing
recommpndationxe.-ardingthe
,classification of volume
plethysmographs:

1. Identification: Avolume
plethysmograph is an airtight box, in
which the patient sits, that is used to
detertfine the patient's lung volume,
changes.

2. Recommended classification: Class
II (performance standards). The-Panel
recommends that -establishing a
performance standards for this device
-be'a low-priority.
* 3. Summary of reasons for
recommendation: The Panel
recommends that volume
plethysmographs be classified into class 
II (periformance-standards)jbecause the
mechanical design,6fthe-device mustbe
controlled to assure-that the :patient-is
dble to open the chamberfrom-the
inside-in the -vent-that-the-operator is
incapacitated. The~electrical aesign of
the device must be adequate to assure
that the user does not receive an
electrical.shock. The Panel believesthat
general controls will notzprovide
sufficient control over -Tese-
characteristics. 'The Panel believesithat
a standard will provide reasonable
assurancedf the.safetyand
effectiv~ness-of the .device and that
there is sufficient irformatiofito
establish a ttandard. -

4. Summary.of.-data on which the
recommendation is based:-he:Panel
based its recommendationon the Panel
members' personal iknowledge :of, and
clinical experience with, 4-the.device.

5.Risks to health: (a)Suffocation: The
patientumaysuffocate if unable toopen
the chamber fromthe inside in the-event
that the operator is incapacitated. (b)
Electrical-shock: Ifthe device isnot
properly designed, the user may receive
an electrical shock.

Proposed Classification
I FDA agrees with the Panel

recommendation and is proposing that
volumeplethysmographs-be classified
into class lIl(performance standardsj.
The agencybelieves that apetformance
standard.is necessary'for this device
because general controls-alone are
insfficient to control fhe risks tohealth
preserited by the device. A-performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency

also believes thatthere is:sufficient,
information to establishmwpeiformance
standard for this device.

Therefore, under TheiFederal Food,
Drug,and.CosmeticAct (secs. 513,
701a),-52Stat 1055,9gOStat..540-4546 (21
U.S.C. 360c, 271(a))) and underauthority
delegateddo him (21CER 5.1), the
Commissioner-of Foodand.Drugs,'
proposes to amend.Part868 in Subpart B

•by addingnew §M8681760, Io:read as
follows:

§ 868.1760 .Volumeplethysmogra.ph.
(a) identification. A volume

plethysmbgraph isan airtight box, in
which :the patientsits, tha t is-used to
determine thepatient'sJung volume
changes. "

(b) Classification.'ClassI
(performance standards).

Interested persons may, onor before
January 2, a980,-submitito the;Hearing
Clerk (HFA-305), Foodand-Drug'
Administration,.Rm.4-5, 5600 Fishers
Lane. Rockville, MD20857,*written
comments regarding this proposal. -Four
copies of any commentsareto be
submitted, (exceptthat individuals may
submit onecopy. Comments are-to be
identified-with .the Hearing Clerk docket
number found in brackets in -the heading
of this document. Received-comments
may be seen in the above office between
9 a.m. and 4 p.m., M'onday through
Friday.

Dated: Septeniber 20,1979.
William'.aRandolph,
Acting Associate Commissionerfor
RegulatoryAffairs.-
IFR Doe. 79-33363 Filed 11-1-79; 8:45 aml

BILUNG CODE 4119-03-U

21 CFR;Part86B

(Docket No. 7SN-1679]

Medical Devices; 'Classification of
Inspiratory Airway Pressure Meters
AGENCY. Food and Drug Administration.
ACTION: Proposed-rule.

SUMMARY: The.Food and-Drug
Administration (FDA) is:issuing for
public comment a proposed regulation
classifyiig inspiratory airway pressure
metersinto class 11 (performance
standards). FDA is also publishing the
recommendation of the Anesthesiology
Device'Classification-Panel that-the
device be classified-into -classlI.'The
effect of-classifying a device into class II
is :to -provide for he future development
of one ormiore performance standards
to assure the safety and effectiveness of
the device. After considering-public
comments; FDA willissue a final
regulation classifyingthe device. These

" actions are being taken under the -

Medical Device Amendments of 1970.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register. -

ADDRESS: Written comments tolthe
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm, 4-
65, 5600'Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R, Veale, Bureau of Medical
Devices (HFK-430),.Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

PanelRecommend.tion
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation,
The Anesthesiology Device
Classification'Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of inspiratory airWay
pressure meters:

1. Iderltification- An inspiratory
airway pressure meter is a device used
to measure the amount of pressure
produced in a patient's airway during
maximal inspiration.

2.-Recommended classification: Class
II (performance standards. The Panel
recommends that establishing a
performance standard for-this device be,
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that inspiratory airway
pres§ure meters be classified Into class
II (performance standards) because the
device must accurately measure a
patient's inspiratorypressure. The
design of, and the materials used inthe
devicemust be controlled to prevent
asphyxiation of the patient. In addition,
there must be assurance that the device
can be cleaned-and sterilized to prevent
infection due to contamination of the
device. The Panel believes that general
controlswill not provide sufficient
control over these characteristics. The
Panel believes that a standard will
provide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient information
to establish a standard.

4. Summary of data on which the
recommerldationis based: The Panel
based its recommendation on the Panel,
members' personal knowledge of, and
clinical experience with, the device,
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5. Risks to health: (a) Asphyxia:
Improper design or use of this device
may cause asphyxiation of the patient.
(b) Inappropriate therapy: Inaccurate
calibration or inspiratory pressure
measurement may cause an incorrect
diagnosis, leading to inappropriate
therapy. {c) Patient infection: If the
device is not cleaned or sterilized
properly, infection may result.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
inspiratory airway pressure meters be
classified into class II (performance
standards]. The agency believes that a
performance standard is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented by the device. A
performance standard would provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))] and under authority
delegated to him (21 CFR 5.1], the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1780, to read as
follows:

§ 868.1780 Inspiratory airway pressure
meter.

(a) Identificotion, An inspiratory
airway pressure meter is a device used
to measure the amount of pressure
produced in a patient's airway during
maximal inspiration.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20,1979.
William F. Randolph,
Actfng Associate Commissioner for
RegulatoryAffairs.
[FR Doc. 79-33364 Filed 11-1--M; &45 am]
BILLNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1680]

Medical Devices; Classification of
Rhinoanemometers
AGENCY. Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA] is issuing for
public comment a proposed regulation
classifying rhinoanemometers into class
II (performance standards). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class IL The effect of classifying a
device into the class II is to provide for
the future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1978.
DATES-. Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS* Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MlD 20910. 30-427-
7226.
SUPPLEMENTARY INFORMATION:

Panal Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of rhinoanemometers:

1. Identification: A rhinoanemometer
is a device used to quantify the amount
of nasal congestion by measuring the
airflow through, and differential
pressure across, a patient's nasal
passages.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that rhinoanemometers be
classified into class II (performance
standards) because the device design
must be controlled to assure that is
accurately measures the degree of nasal
congestion. The Anesthesiology Device
Classification Panel recommended at its
August 16,1977 meeting that this device
be classified into class I (general
controls) because, at that time, the Panel
believed that general controls were
sufficient to assure the safety and
effectiveness of the device. However,
during its January 24,1978 meeting, the
Panel reconsidered its original decision,
and recommended that the device be
classified into class II because thif
device provides a quantifiable output
that must be accurate. The Panel
believes that general controls will not
provide sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the dovice and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' review of the literature on
this device (Refs. 1 and 2), and on the
Panel members' knowldge of related
devices (i.e., pneumotachometers and
differential pressure transducers].

5. Risks to health: (a) Injury: Sharp
edges or other poor design
characteristics may cause trauma upon
insertion of the device. (b) Inappropriate
therapy: Inaccurate determination of gas
flow and pressure may cause the
patient's condition to be incorrectly
diagnosed, resulting in inappropriate
therapy.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
rhinoanemometers be classified into
class I[ (performance standards]. The
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

References

The following informqtion has been
placed in the office of the Hearing Clerk
(address above] and may be seen by
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interested persons, fromg a.m.to.4p.m.,
Monday through Fiday.

1. ,Kern,-E.B., "Rhinoanemometry.
Otolaryngologic Clinics of North
America,:613): 863-874,'1973.

2. Undritz,.W., "The -

Rhinoanemometer, Acta Laryngolic, 14:
S513-524, 1930.

'Therefore, underlhe Federal Food,
Drug, -and Cosmetic ActI[secs. 513,
701(a), 52:Stat. '1055, 90 Stat. 540-546'(21
U.S.C. 360c, 371(a))) and undbr-authority
delegated Ito him (21 CFR5.1'), the
Commissioner of Food and Drugs
proposes twamend Part 868 in'SubpartB
by adding-new 868.1800,toread-as
follows:

§ 868.110 Rhlnoanemometer.
(a) -dentfiication. A-rhinoanemometer

is a devicezused to quautify the amount -

of nasal congestion by measuring the
airflow through, and differential
pressure across, a patient's nasal
passages.

b. Classification. Class II
(performance standards).

Interested personsmay, on or before
January 2, 1980, submit to theHeaiing
Clerk (HFA-305),FoodhndlDrug
Administration, Rm. 4-5,15600 Fishers -
Lane, Rockville, MD 20857, written
comments regarding this proposal. .Four
copies-of any.comments are tobe
submitted, Dxcept'fhatindividuals may -

submit one copy. Comments are tobe
identified .with.the.Hearing Clerk docket
number'found in brackets in the heading
of this document. Received comments
may be seen in the above officebeween
9 a.m. and 4 p.m,,,Monday through
Friday.

Dated: September 20.1979.
WilliamF.Randolph,
Acting Associate:Commissionerfor
RegulatoryAffairs.
,FR Doec. 79-33365 Filed 11-1-79; 8:45 am]

BILLING CODE 4110-03-4

21 CFR Par.t 68

[Docket ho. 78N-16811

Medical Devices; Classificationof
Diagnostic Soilrometers
AGENCY:Tood and-Drug Administration.
ACTION:Troposed rule.

SUMMARY:. The Food and tDrug
Administration (FDA) 'isIssuing-for
public commenta-proposed regulation
classifying 'diagnostic spirometers into
class II (performance standards). FDA-is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel thdt the device:be
classified into-class II.'The effect-of
classifying a device into class-I1 is to

provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After consideringpublic
comments, FDA will issue a final
regulation classifying the device. These
actions areleinglaken-mder -the
Medical Device Amendments of 1976.
DATES: 'Comments by'January 2, 1980.
FDA proposes that the final regulation
based'on this proposal'become effective
30 days after the date of its publication
in 'the Federal Register.
ADDRESS: 'Written commentsto the
office-of the Hearing .Clerk {BFA-305),
Food and'Drug Adzfministration,-Rm. 4-
65, '5600 Fishers lane, Rock-Ville,3v1D
20857.
FOR FURTMERINFORMATION CONTACT.
James R. Veale, Bureauof Medical
Devices HFK-430), -Food and Drug
Administration,,Department of Health,
Education, ,and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226., , I ,

SUPPLEMENTARY INFORMATION: -

Panel Recommendation

A proposal elsewhere inthis issue of
the Federa Registerprovides
background information-concerning the
development, of the proposed regulation.
The AnesthesiologyDevice
Classificafion'Panel,-an'F])A-advisory
committee,.made the lollowing
recommendation regarding the
classification of diagnostic spirometers:

1.Identification: A diagnostic
spirometeris u device used in
pulmonaryffuncti6ntesting to measure
the volume ofgasmoving-inand/or out
of the patient's lungs.

2.-Recommended classification: Class
II (performance standardsl. The.Panel
recommends that establishing a
performance standard for this device be
a medium priority.

3. Summary of reasons-for
recommendation: The Panel
recommends that diagnosic spirometers
be classified-into class I (performance
standards) because 'the device must
generate accurate -ventilatory'volume or
flow data, and -because the-design df,
and the materials used in, the -device
must be controlled to -assure that the
device can be-disinfected to'prevent °
contamination and infection of patients.
The Pan'el believes that general 'controls
will not provide -sufficient'control over -
these characteristics. The Panel believes
that a standard willprovide ieasonable
assuranceof the-safety and
effectiveness of the device and that
there is sffidient informafion-to
establish a standard. The Panel
considered the 1976 American Thoracic

Society (ATS) pulmonary spiromelry
standard (Ref. 1).

4. Summary'of data onwhich the
recommendation is based: The'Panel
based -its recommendation on The Panel
members' personal knowledge of, and
clinical experience with, diagnostic
s'irometers. These devices have been
widely used for'many years.

5. Risks to health: (a) Inappropriate
therapy: Inaccurate measurement of
ventilatory flow data may cause an
incorrect diagnosis, leading to
inappropriate therapy. (b) Infection:

-Inability to disinfect the device may
result'in'contaminaion and infection of
patient.

Proposed Classification
FDA agrees with the Panel

recommendation and is.proposing that
the diagnostic spirometers be classified
into class II (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information, toestablish a performance
standard for this device.
References

The following information has been
placed-in the office of-the Hearing 'Clerk
(address above) and may be seen by
interested persons, -from'9 a.m. to 4 p.m.,
Monday through Friday.

1. AmericanThoracic Society,
Pulmonary Spirometry'Standard, 1978.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) andunder authority
delegated to him (21 CFR 5.1), the
Commissioner-of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1840, to read as.
follows:

§ 868.184D Dla'gnostlczplrometer.
(a) Identification, A diagnostic

spirometer is a device used in
pulmonary function testing to measure
the volume of gas moving in and/or out
of the patient's lungs,

(b) Classification, Class II
(performance standards).

Interested persons may, on or-before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are'to'be
submitted, except that individuals may

I I f,
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submit one copy. Comments are tobe
identified with the Hearing Clerk docket
number found.imbracketsin the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through,
Friday.

Dated: September 20, 1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs.
[ER DO. 79-33366 Filed(L U--7. &Z aml

BILLING CODE 4110-03-M,

21 CFR Part 868

[Docket No. 78N-1682]

Medical Devices; Classification of
Mbnitoring SpFrometers
AGENCY:Food and DrugAdministrafion.
ACmrouProposed.Rule-

SUMMARY: The Food and Drug
Adinistration (FDA is issuing for
public comment a proposed regulation
classifying monitoring spirometera into
crass II (performance standardsl. The
FDA is also publishing the
recommendation of the Anesthesiology,
Device, Classilatior Panel that the
device be classiffed into class IL The
effect of crassilring a device into class 11
is to provide for the future development
of one or more-performance standards
ta assure the safety and effectiveness of
the devimc After considering public
commentsFDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical, DeviceAmendments of 197.
oDrs Comments byjanuary z 1S8w.
FDA proposes that the final regulation
based on. this. proposal become eff.ctse
30 days- after the date of its publication.
in. the Federal Register.
ADDRESS: Written comments to the
office of thehiearing Clerk (HFA-305).
Food and Drug Administration4 Ri. 4!-
65 5600 FishersLane; RockvilleMD;
20857.
FOR FURTHER INFORMATION CONTACr.
James ILVealBureau of Medical
Devices (HFK-430], Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 209M1, 301-427-
7226.
SUPPLEMETARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federa Register provides
background information concerning the
development of theproposed regulation.
The Anesthesiology Device
Classificatio Paxel, and FDA advisory

committeermade the following
recommendation regarding the
classification of monitoring spirometers:

1- IdentificatiomA monitoring
spirometer is a, device used to measure
continuously a patienrs tidalvoime
(volume ofgas rnhated by the patient
during each respiration cycle) or minute
volume (the, tidal volumemultiplied by
therateofrespiratiorr forl minute} for
the evaluation of the patlent's
ventilatory'statiu,

-Recommeadedclassification: Class
TI (performance standards ). The Panel
recommends that establishing a
performance standard. for this device he
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends that spirometers be
crassifiedcLnto class IL (performance
standarcls] because this device must
accurately mfeasure a paientrs tida and
minute volume and because the desigg
of. and the materials used in. the device
must be controlled to assure that it can
be adequately cleaned and disinfected
and that It will not cause a fim or
explosibn ifuse wilt] oxygert or
inflammable agents. The Panel believes
that general controls. will not provide
sufficient control: over these
characteristics.The Panelbelieves; that
a standard will provide reasonable
assurance of the safety and
effectiveness of thedevice and that
there is sufficientinformation to
establish a standard. The Panel noted
that certain. sections otNational Fire
Protection Associaton.Standards would
apply to this. device..

4. Summary of data on which the
recommendation is based: The-Panet
based its recommendation on the Panel
members' personal knowledge of. and
clinical experience with, the device.

5. Risks to health- (a)' inappropriate
therapy: Inaccurate measurement of
tidal and minute volume may cause an
incorrect diagnosis, leading to
inappropriate therapy.

(b) InfectionzInabilityto disinfect the
device may result in conlamination and
infection: of patients-

Cc) Burns-andhrauma Use of ox'Sen
or other inflammable.agents ina
spirometer not designed for such use
may cause. afire or explosion.

ProposeELClassilication,

FDA agreeswith the Panel
recommendation and is proposingthat
monitoring spirometers, be classified into
crass II (performance standards]'. The
agency believes that a performance
standard is necessary for this device
because general control's alone are
insufficient to control the risks to health
presented by the device. A performance

sLndrdwoukbiproviffe reasonable
assurance of the safety and
effectkeress of the dm'ic_.The agency
also believe& that there is: iMe
informa tion to esahlis a perRmauce
standardfor this device-

The-efore under the Federal Fod.
Drug. and CosmetIeAt.secs-513;
701(a), 5- Sta. 105 ,.9G Stat 50-,546 (21
US,.. 26c,, 371(a)1 and under authority
delegated ta him (21 CFR 5.4]. the
Commissioner of Food and Drugs
proposes to amend Part.8Wi inSubpart B
by adding new E 86&185Q, tQo read. as
follows:

§GM.1 h5 Jktr!adgspfronete.
(a):Idez ,fcctian. A monitoring

spirometcr is a device used tomeasure
continuously a patient's tidal volume
(volume of ga inhaledby thepatierit
during each respi:ation cycle] or minute
volume CthL- tidal volu:me multipied by
the rate of respiration fan miutelfor
the evaluation of thepatient's
ven ilatory status.

(b) Classification. Class 11
(performance standardsl.

Interested persons may, on or before
January 2. 1979,submit to. the Mea:ing
Clerk HFA-305),Food.andDzrug
Administration. Km. -65, 560QFLshers
Lane,. Rockvlle. N11D 20MV, writen
comments regarding th1s proposaL Four
copies of'any comments are to he
submitted, except that indibuidals may
submit one copy. Comments are ta he
identified with the Hearing, Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above ofce between
9 a.m. and4 p.m., Monday through
Friday.

Dated: September 21LL979.
William F. Randolph,
ActAscdateConarzefar
ResulatolyAff"i.

BILLING COOE 4110-.03-

21 CFR, Part 869
[Docket No. 7N-1684

Medical Devices; Clessiicalion of
Peak-Flow Meters for Spirometry
AGENCY: Food and D,-u g mnistratfon.
AClO N.Proposed rule.

SUMMAY. The Food: a3: Dr. g
Administration (FDA) is issuing fcr
publiacenunenta prcosedregulation
cl as sify-ng peak-flaw meters fer
spirometry kzta cla-H (performace
s tand]rds]'.l.F is also pub~ishing the
recommIedatio of the Anesihesiologj
Device Classification Panel that the
device be classified hita class 1L The
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effect of classifying a device into class It
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken-under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comnents to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rn. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, and FDA advisory
committee, made the following
recommendation regarding the
classification of peak-flow meters for
spirometry:

1, Identification: A peak-flow' meter
for spirometry is a device used to
measure a patient's maximum
ventilatory flow rate.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority. -

3. Summary of reasons for
recommendation: The Panel
recommends that peak-flow meters for
spirometry be classified into class II
(performance standards) because the
design of, and the materials used in, the
device must be controlled to assure that
the device does not generate misleading
flow-rate data due to an obstructiorr or
excessive resistance in the device, and
to assure that the device can be
adequately sterilized to prevent
infectionThe Panel believes that
general controls will not provide
sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that

there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on-the Panel
members' personal knowledge of, and'
clinical experience with, the device.

5. Risks to health: (a) Inappropriate
therapy: Inaccurate measurement of
maximum ventilatory flow rate may
cause an incorrect diagnosis, leading to
inappropriate therapy. (b) Infection: If
the device is not sterilized properly,
infection may result.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
the peak-flow meters for spirometry be
classified into clads II (performance
standards). The agency believes that a
performance standards is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented by the device. A
performance standard would provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513, 701a),
52 Stat. 1055, 90 Stat. 540-546(21 U.S.C.
360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1860, to read as
follows:

§ 868.1860 Peak-flow meter for
spirometry.

(a) Identification. A peak-flow meter
for spirometry is a device used to
measure a patient's maximum
ventilatory flow rate.

(b) Classification. Class II
{performance standards).

Interested persons may, on or before
January 2,1980 submit to the Hearing
Clerk (HFA-305), Food'and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit onfe copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 d.m. and 4 p.m., Monday through
Friday.

Dated: September 20,1979.
William F. Randolph,
ActingAssociate Commlssionerfor
RegulatoryAffairs.
(FR Doc. 79-33368 Filed &1-1-79 &45 am]

BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1684]

Medical Devices; Classification of Gas
Volume Calibrators

AGENCY: Food and Drug Administration,
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying gas volume calibrators Into
class II (performance standards). FDA Is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class I1 Is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm, 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK--430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulalion.
The Anesthesiology Device
Classification Panel; an FDA advisory
committee, made the following
recommendation regarding the
classification of gas volume calibrators:

1. Identification: A gas volume
calibrator is a device that is used to
calibrate the output of gas volume
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measurement instrumentation: by
delivering a known gas volume

2. Recommended classification: Class
11 (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Paunel
recommends that gas volume calibrators
be classified info class I1 (performance
standards" because the device's
accuracy must be adequate to assure
proper calibration of spirometers and
othergas measurement equipment. The
Panel believesr that general controls will
not provide sufTicient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness. of the device and that
there is sufficient information to
establish a standard-

4. Summary of data on, which the
recommenda t n is based- The Panel
based its recommendation, on the Panel
members' personal knowledge of. and
clinical experience with, the devica

5. Risks to health' Inappropriate
therapy: Improper calibration of gas
measurement equipment may cause an
incorrect diagnosis, leading to,
inappropriate therapy.

Proposed Classification

FDA agrees wit the Panel
recommendation and is proposing that
gas volume calibrators be classified into
class R (performance standardsj. The
agency believes that a performance
standard is necessary for this device
because general cofitrols alone- are
insufficient to control the risks tor health
presented by the device. A performance
standard would provide reasonable
assurance of the safety-and
effectiveness of the device. The agency
also believes that there is sufficient
informatioi to establish a performance
standard for this device.

Therefore, under theFederal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 StaL 1055,90 Stat. 540-54& (21
U.S.C. 36oc, 371(a)i and under authority
delegated tor himn (21 CFR 5.1),, the
Commissioner of Food and Drugs
proposas ta amend. Part 868 in Subpart R
by adding new 818-1870, to read as
follows:

§ 868.1870 Gas volume calibrator.
(a) Identificaton. A gas volume

calibrator is a device that is used to.
calibrate the output of gas volume
measurement instrumentation by
delivering a known gas volume.

(b) Classification. Class II
(performance standards].

Interestedpersons may. on orbefore
January 21980, submit to the Hearing
Clerk (HFA-5). Food and Drug
Administration, Rm.4-- 5600Fishers
Lane, Rockville. MD 20657. written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to lie
identified with the Hearing Clerk docket
number found in brackets in the headin
of this document. Received comments
may be seenin the above office between
9 a.m. and4 pan.., Monday through
Friday.

Dated September 20,19:s.
William F. Randolph.
Act ngAssociate Camsni .erfar
RegulaloryAffaim

BILLING COOE 4110-03-1

21 CFR Part 868

[Docket No. 79f!-16551

Medical Devices, Classflcatlort of
Pulmonary-Function= Data Ca4culatom
AGENCY: Food and Drug Administratiom
ACTION- Proposed. rule.

SUMMARY: The Food and Drug
Administration (FDAY is issuing for
public comment a proposed regulation
classifSingpulmonary-function data
calculators into class IF (performance
standardsy. FDA is also, publishing the
recommendation of the Anesthesiology
Device Classification, Panel that the
device be classified info crass 11. The
effect of classifying a: device into class 11
is to provide for theLfuture development
of one or more performance standards
to assure the safety and effectiveness of
the device. After consderipg public
comments, FDA will issuea final
regulation classiffing the device. These
actions are being taken under the
Medical DeviceAmendments of 19,.
DATES: Comments by January 2 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305"],
Food and Drug Administration. Rm. 4-
65, 560 Fishers Lane, Rockville, MD
20857.
FOR FURTHER.LNEQRMATIOR CO) TACT
James R. Veale, Bureau of Medical
Devices (HFK-430j, Food and.Drug
Administration.Department of Health.
Education, and Welfare 8757 Georgia
Ave., Silver Sprin& MlD 20910.301-427-
7226

SUPPLEMENrTAiY INFORMATLOUi

Panel Recommendation.

A proposal elsewhere iakthisissue of
the Federal Register provides
background information concerning the
development of theproposed regulatiom
The Anesthesiology DeVice
Classification PaneL an FDA adviso y
committee, made the following
recommendation regarding the
classification of pulmoiary-function
data calculators-

1. Identification: A pulmonary-
function data calculator is & dev--ce used
to calcurtepulmona-,-y-f3 on values
based on actual physicar data obtained
during pulmonary-fruncton festng.

2. Recommended classifcation: Class
11 (performance staidardsj. ThePanel
recommends that establfshEig a
performance standard fr tfis defice be
a medium priority.

3. Summary ofreasons for
recommendation: Theanel
recommends that pulmonary-function
data calculators beclassifiedinte crass
1I (performance standarffs) because the
calculated pulmonary-function values
must be accurate to assure proper
diagnosis of thepatfent's conditions.
The Panel recommends that the
standard require that thelabefo for
pulmonary-fimction data calcurators
include the equatins used for
calculations of data. The Panel belIeves
that general controls wii not.pro.-de
sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data orwhi]ch the
recommendation is based: The Panel
based its recommendation on the Panef
members! personalknowledge oL and
clinicaI experience with. pulmonary-
function data calculators.

5. Risks to health. Inappropriate
therapyr Inaccuracies r thL calculated
pulmonary-function valuesmay cause
an incorrect diagnosLs, leading to
inappropriate therapy.

Proposed Classification

FDA agrees with the Panel
recommendation andis proposing that
pulmonary-functior data calculators be
classified into class II (performance
standard. The agencyhelieves thata
performance standard is necessary for
this device because general controls
alone are insufficient to control the risks
to health presenfed by the device A
performance standard would provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
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information to establish a performance,
standard for this device

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540:.546(21-
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of-Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1880, to read as -

follows:

§ 868.1880 Pulmonary-function data
calculator.

(a) Identification. A pulmonary-
function data calculator is a device used
to calbulate pulmonary-function values
based on actual physical data obtained
during pulmonary-function testing.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the H6aring
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65,5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified withthe Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
jnay be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20,1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Dec. 79-33370 Filed 11-1-79; 8:45 am]
BILLING CODE 4110-03-M

21 CFR Part 868
[Docket No. 78N-1686]

Medical Devices; Classification of
Predictive Pulmonary-Function Value
Calculators
AGENCY: Food and Drug Adninistration.
ACTION: Proposed rule..

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying predictive pulmonary-
function value calculators into class II
(performance standards). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification-
Panel that the device be classified into
class II. The effect of classifying a
device into the class II is to provide for
the future development of one or more
performance standards to assuu'i the
safety and effectiveness of the device.
After considering ptiblic comments, FDA

will issue a final regulation classifying
the device. These actions are being
taken under thb Medical Device
Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposalbecome effectivb
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857."
FOR FURTHER INFORMATION CONTACT.
JamesR. Veale, Bureau of Medical
Devices -HFK-430), Food and Drug
Administration, Department of Health,

.Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere'in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of predictive pulmonary-
function value calculators:

1. Identification: A predictive
pulmonary-function value calculators is
a device used to calculate normal
pulmonary-function value based on
empirical equations.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a medium priority.
-3. Summary of reasons for

recommendation: The Panel
recommends that the predictive
pulmonary-function value calculators be
classified into class II (performance
standards) because the predicted
pulmonary-function values must be
accurate to assure proper diagnosis of
the patient's condition. The Panel
recon-inends that the standard require
that the labeling for the device include
the empirical equations used for
calculation of data. The Panel believes
that general controls will not provide
sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and .
effectiveness cf the device and that -

there is sufficient information to
establish a standard.
1 4. Summary of data on which the

recommendation is based: The Panel
based its recommendation on the Panel

members' personal knowledge of, and
clinical experience with, this device.

5. Risks to health: Inappropriate.
therapy: Inaccurancies in the calculation
of predicted pulmonary function values
may cause an incorrect diagnosis,
leading to inappropriate therapy,

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
predictive pulmonary-function value
calculators be classified into class II
(performance standards). The agency
believes that a performance standard Is
necessary for this device because
general controls alone are insufficient to
control the risks to health presented by
the device. A performance standard
would provide reasonable assurance of
the safety and effectiveness of the
device. The agency also believes that
there is sufficient information to
establish a standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by addihg new § 868.1890, to lead as
follows:

§868.1890 Predictive pulmonary-function
ur'iue calculator.

(a) Identification. A predictive
pulmonary-function value calculator is a
device used to calculate normal
pulmonary-function values based on
empirical equations.
(b) Classification. Class I

(performance standards).
Interested persons may, on or before

January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen In the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20,1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Do. 79-33371 Flied 11-1-79,8:45 am]
BILLING CODE 4110-03-M
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21 CFR Part 868

[Docket No. 78N-1687]

Medical Devices; Classification of
Diagnostic Pulmonary-Function
Interpretation Calculators
AGENCY: Food and Drug Administration.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying diagnostic pulmonary-
function interpretation calculators into
class II (performance standards). FDA is
also publishing the recommendation qf
the Anesthesiology Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective-
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (]FK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation -

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device .
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of diagnostic pulmonary-
function interpretation calculators:

1. Identificatiom A diagnostic
pulmonary-function interpretation
calculator is a device that interprets
pulmonary study data to determine the
clinical significance of pulmonary-
function values.

2. Recommended classificatiom Class
I (performance standards). The Panel
recommends that establishing a

performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that the diagnostic
pulmonary-function interpretation
calculators be classified into class II
(performance standards) because
accurate interpretation of.pulmonary-
function data by the device is necessary
to assure the proper diagnosis of the
patient's condition. The Panel
recommends that the standard require
that the labeling for the device include
the interpretation method used for the
calculations of data. The Panel believes
that general controls will not provide
sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, this device.

5. Risks to health.Inappropriat6
therapy: Inaccurate interpretation of
pulmonary-function data may cause an
incorrect diagnosis, leading to
inappropriate therapy.
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
diagnostic pulmonary-function
interpretation calculators be classified
into class II (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 88 in Subpart B
by adding new § 868.1900, to read as
follows:

§ 868.1900 Diagnostic pulmonary-function
Enterpretation calculator.

(a) Identification. A diagnostic
pulmonary-function interpretation
calculator is a device that interprets
pulmonary study data to determine the

clinical significance of pulmonary-
function values.

(b) Classificalton. Class H
(performance standards).

Interested personsmay, on or before
January 2,1980 submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65,5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with-the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m and 4 pi., Monday through
Friday.

Dated: October 9,1979.
William F. Randolph,
Acting Associate Commissionerfor
ReulatoryAffairs.
wa Mc s-%rn Filed 1-1-M&a45 a~nI
BILLNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1688]

Medical Devices; Classification of
Esophageal Stethoscopes

AGENCY: Food and Drug Administration.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying esophageal stethoscopes into
class I (general controls). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class L The effect of classifying a device
into class I is to require that the device
meet only the general controls
applicable to all devices. After
considering public comments, FDA will
Issue a final regulation classifying the
device. These actions are being taken
under the Medical Device Amendments
of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk HFA-305],
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION COTACT.

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
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Ave., Silver,Spring,rMa20910,,30i-427-
7226.
SUPPLEMENTARW1NFORMATiON

Panel 'Recommendation

A'proposatelseherelnilbislsue o'
the Federaltegipter provides
backgroundinformatiqn concernirg 'the
development of the-proposed regulation.
The AnesthesiologyDevice
Classifiuation[Panel, -and'DA-advisory
committee, -made thefollqwing
recommendation regarding The
classification tfesophageal
stehoscopes:

1.7Identificarion: An esophageal
stethoscopes'is an npowered device
that is inserted into The paient's
esophagus to enable the user to listent
to heart and breath'sounds.

2. Recommended classifrcatim'Class
I (general corftrols). 'he Panel
recommends that there be Tio
exemptions.

3. Summary of reasonsibr.
-ecommendatiom The 'Panel ".
recommends that esophageal
stethoscopes be classifiedinto class I
(general controls) becausegeneral
controls are sufficient to provide
reasondb'le assurance -of fie safety-and
effectiveness of hedevice.T1h1e Panel
does notbelieve thatthisdevice
requires performance standards tto
control -the -identified-risks -to -health.

4. Summary'of-data-on WVhich -The
recommendation.isbased:7The Panel
based its recommendationon 'the -Panel
members.personal ianowledgedf, -and
clinical experience with, hedevice.
, 5.'Risks to'health: (tIn'hjury. Improper
size or-shape -of the -device, 'or Thfe mse'df
improper materials in The-device-may .
result in trauma to The patiert's -irways
oreso-whagus'hen -dthe-teice is -

inserted. (b) Infection:mf'the -device'is
not sterilized,properly,infectioninay
restilt.

Proposed Classification

'FDA'agreesw'ith the'Panel
recommendations andis proposing that
esoplageal -stethoscopes be,classfied
intoclass I{general'controls), with 'no
exempfions.The 'agencyblieves1hat
generalhcontrols are 'sufficient to provide
reasonable assuranceoLhfhe'sdfety and
effectiveness uf the device.

Therefore, under -he Federal ood,
Drug, andCosmeiitc Act .{secs. 513,
701(a), '52 ttat. 1055, 90 Stal. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to himi tf(21CEl.R5.], the

- Commissioner of Food and Dlrigs
proposes tto amerdiPart 58 in.SubpartVB'
by iadding mew i§ :868.1910, 1to eadas -
follows.

§,868.1910 2Esophageal.stethoscope.
,(a) Identification. An esophageal

stethoscope is an anpowered .device that
is inserted into-the patientis-esophagus
to enable the nserltolstenftojFmmand
breath;ounds, . ,. .

(b) Ciass inkmz. C -lass I (geneial'.
controls).

Interested persons nay, ton or before
Januar- 2, 1980, tsubmit to -the Hearing
Clerk HF;AA-305), -Food and Drug
Administration, ,Rm. 4-65, 3600 Fishers
Lane. Rockville, MD 20857, 'written
comments regarding thisproposal. four,
copies of amjcommentsare to be
submitted, exceptlthaitndivduals may
subnfit one copy. Comments are -o 'be
identified with the Hearing Clerk dvclket
number foundin brackers in'the 'heading
of this document. Received comments
may be seen in the above office between
9 a.m. and'4 pm., Monday through
Friday.

Pated: September 20,-1979.
Wfllam;F. Randolph,
ActingAssocrte'Comrmisionerfor
RegdaotrgnAffuirs.-
FR Doc -3Fil--9'.BAS am]

BILUNG ZODE f-03I

21CFJ Part ;868

[Docket No. 78N-1689]

Medical Devices; Classification -of
EsoohagealStethoscQpes With
Electrical Conductors
AGENCY: Foodoand Drug Administration.
ACTION:Proposed Rule.

SUMMARY.'The oFun and.Drug
Adninistrafion ( DAjissssuting or
public comment a proposed regulation
classifying esop'hagealsteflioscopes
vith electrical conductorsinto class T
(performance standards). FDA.is also
publishing theirecommendationdf the
Anesthesiology]Device Classification
Panel that.fhe device be classified into
class I.'The ifect ofclassifying a
device'into class II is to provide lor the
future development of one or more
performance standards lo assure the
safety.and uffectiveness .of the deVice.
After considering public comments,,FDA
will issue *afinal -regulation dlasalyng
the device. These actions areleing
taken under thelMeicdl)evice
Amendments df 3975.
DATES: Comments by January 2, 1980.,
FDA proposes that the final regulation
based ronlhis proposal become effective
30 days after the date'dfi-tspublication
in the FederalRegister.
ADDRESS: Writtencomments It :the
office-of,the Hearing'Glerk (HFA--305),
Food and 0.ug.Admin srafion,mn. 4-

-65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, -Bureau of Medical
Devices '{HFK-430J, Foodand Drug
Administration, Department of He~ilth,
Education, and Welfare, 8757, Geokgia
Ave., Sih'er Spring, MP 20k0,'301-427-
7226.
SUPPLEMENTARY JNFORMATION:

PanelRecommendation
A proposal elsewlhere in this Issue of

the Fzederal Register provides
background information concerning ,the
development of theproposed regulation.
The Anesthesiology Device,
Classification Panel. an FDA advisory
committee, made ,the following
recommendation -regarding .the
classification of.esophageal
stethoscopes with electrical conductorg:

1. dentification: An esophageal
stethoscope with telectrical conductors is
a device ihat is inserted into the
esophagus to listen to 'heart andbreath
sounds and ,to monitor
electrophysiological signals. The (device
may.also incorporate a thermistor for
temperature measurement,

2.-Recommended classification: Class.
II (performance standards). The Panel
recommends that edtablishing a
performance standard for'this device be
a low priority.

3. 'Sumnary ofTeasons Tor
recommendation:'The Panel
recommendd thalt'the -esophageal
stethoscope with electrical conductors
be classified into class IL(performance
standards) -because theelectical design
of the device must-be adequate lo assure
that the pa'ten'tdoes not receive 'an
eledtfical shoc',orlburn andbecauso the
size, shape, -and 'materials -of the devico
must be controlled to assure that tho
patient's airways and esophagus are rot
damaged. The Panel believes that
general controls w1l not provide
sufficient con trdlover these
characteristics. 'The Panel believes that
a standard'will provide reasonable
assurance ofthe 'safety and
effectiveness ofthe device and That
there ls s-fficient irformation 'to
establish astandard.

4. Summaryzf-data,on -'hilih'the -
recommendationis based:The 'Panel
based its 'recommendationon'thelPane
members' -personal'knowledge 'of, and
clinical -experien~e with, the device,

5. Risks to health: :(a) 'Bums and
electrical s'loclc 'Improper design 'ofthe
device-mayresult in thepatient
receiving an electrical shock or'burn.(b)
Injury: Inipropercsize or-shapeo fthe
device, otu!fheuse'of improper-mateflals'
in the device, may'resultin trauma to

, I I I I I
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the patient's airways or esophagus wher
the device is inserted. (c) Infection: if the
device is not sterilized properly,
infection may result.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
the esophageal stethoscopes with
electrical conductors be classified into
class .1[ (performance standards). The
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks t6 health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1], the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart B
by adding new § 868.1920, to read as
follows:

§ 868.1920 Esophageal stethoscope with
electrical conductors.

(a) Identification. An esophageal
stethoscope with electrical conductors is
a device that is inserted into the
esophagus to listen to heart and breath
sounds and to monitor
electrophysiological signals. The device
may also incorporate a thermistor for
temperature measurement.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305], Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20,1979.
William F. Randolph,
ActingAssociate Commissioner for
RegulatoryAffairs.
[FR Doc. 79-33374 Filed 11-1-79; 8:45 am]

BILLING CODE 4110-03-M

L 21 CFR Part 868

[Docket No. 78N-1690]

Medical Devices; Classification of
Stethoscope Heads
AGENCY. Food and Drug Administration.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying stethoscope heads into class
I (general controls). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class L The effect of classifying a device
into class I is to require that the device
meet only the general controls
applicable to all devices. After
considering public comments, FDA will
issue a final regulation classifying the
device. These actions are being taken
under the Medical Device Amendments
of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305,
Food and Drug Administration, Rm. 4-
65, 500 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,301-427-
7226.
SUPPLEME TARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

Ahe Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Devise
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of stethoscope heads:

1. Identification: A stethoscope head
is a weighted chest piece used during
anesthesia to listen to heart, breath and
other physiological sounds.

2. Recommended classification: Class
I (general controls). The Panel
recommends that the device be exempt
from good manufacturing practice
regulation under section 520(f) of the
Federal, Food, Drug, and Cosmetic Act
(21 U.S.C. 360jt).

3. Summary of reasons for
recommendation: The Panel

recommends that stethoscope heads be
classified into class I (general controls)
because general controls are sufficient
to provide reasonable assurance of the
safety and effectiveness of the device.
The Panel recommends that the
manufacturer not be required to comply
with the good manufacturing practice
requirements because any defects in the
device are readily detectable.

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: (a) Skin trauma.
The patient's skin may be injured if the
chest piece has sharp edges.

Proposed Classification
FDA agrees with the Panel and is

proposing that stethoscope heads be
classified into class I (general controls).
The agency believes that general
controls are sufficient to provide
reasonable assurance of the safety and
effectiveness of the device.

In response to the Panels
recommendation that manufacturers of a
stethoscope head be exempt from the
device good manufacturing practice
(GMP) regulation under section 520(f) of
the act (21 U.S.C. 360j(f)), FDA is
proposing that a manufacturer of this
device be exempt, in the manufacture of
the device, from all requirements in the
GMP regulation except § 820.180 (21
CFR 820.180), with respect to general
requirements concerning records, and
§ 820.198 (21 CFR 820.198), with respect
to complaint files. Based on available
information about current practices used
in the manufacture of the device and
user experience with the device, the
agency has determined that application
of the GMP regulation. other than
§ § 82o.180 and 820.198, is unlikely to
improve the safety and effectiveness of
the device. The agency believes,
however, that manufacturers of a
stethoscope head must still be required
to comply with the complaint file
requirements of § 820.198 to ensure that
these manufacturers have adequate
systems for complaint investigation and
followup. The agency also believes that
manufacturers of a stethoscope head.
must still be required to comply with the
general requirements concerning records
in § 820.180 to ensure that FJDA has
a~xess to complaint files, can investigate
device-related injury reports and
complaints about product defects, may
determine whether the manufacturer's
corrective actions are adequate, and
may determine whether the exemption
from other sections of the GMP
regulation is still appropriate.
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herTdfore,-undlertheedera ood;
Drug, and lCosmetic Act {,secs. -513,
701[4a '52 Stat.-1055, gStat. t540-546'(21
U.S:C. J60c, 3B7.a1j) 'and'under authoity
delegated to him (21'CFR,5a3, the
CommissionervT Food 'andDrugs
proposes (to amend'Partl868 inSu'bpart B
by adding-new 18.1930, -to read as
Sfollows:-

§ 868.1930 .Stethoscopelmad.
(a] Identfication. A tethoscope head

is ,a ,veighted 'chest .piece'usedduring
anesthesia to -litento heart, breath, ;and
other .physi61ogical Founds.

(b) Classification. Class I i(general
controls). The.device is exemptfrom.the
good manufacturing~practice.regiuation
in Part 820 of this chapter, with the
exception of § 820..o,'with'respectito
general requirementstconceming
records, and .§ .320.198, ,with xespect to
complaint .files.

Interested persons mnay,'o orlbelare
January 2,1980,zsabmit to the Hearing
Clerk (HFA-305),Food andDrMg
Administration, Rin.4--65, 5600 .ishers
Lane, Rockville,lD.2085Z, w itten
comments xegaraing this proposalFnur
co~ies,of any comments are to'be -

submitted, except hatindividuals may
submit one copy. Comments are to be
identified with fhe Hearing Cleik dodket
number found in'bradkets in hebeading
of tbis document. :Receved comments
maylre seen in Theabove oIIce between
9 a.m. and4-pan.,'Monday hrouAh
Friday.

Dated: September.-D, 1979.
WVi m. Rundoih,
Acting. asociote~zmrifssoner for

R&gulata,,Affafr.
(FR D -375F~5na7R5m
BILUNGCODE DiO-O3-'UM

21 CER -Part;868

(Docket No. 79N-16913

MedicaldDevices;C1Lssification of
Switching Valves (Pioss)
AGENCY: ood -and 'Drug Aaministraltiun.
ACTION: Proposed rle.

sumMAR'Y:T'he Food -ndDrug
Ad-iristrationTFDA) is issuing -for
publiccomunefta proposed regulation
classgifing s'itding valves (ploss) into
classI Igenerulcon'trols). FDAIs -9aso
publishfing -the recommendation -of the
Anesthesiology DevioeC lasiffication
Panel that the deiicb be classified -into
clas. The effet f.ulassifying adevice
into class I islto require sthat the 'evice
meetonly'he igeneralccontrols
applicbleto all deVices. After
considering public comments, FDA-will
issue a finaltegulaionlassifyifig'the

device. These actions are!being taken
under the Medical DeviceAmendments
of 1976.
DATES-(C:inlen]s by.jam=y2, 100.
FDA proposes that tlmnal eegulation
based on this prbposal become effective
30 days after the date n'Itspublication
in thet Federal Register.
ADDRESS: Written r6omments to the
office ofthefIlearngClerk-fHFA--305J,
Foodand Drug Administration, Rm.4-
65, £690 Fishers-lane, Rockville,. MD
20857.
FOR JRTHEII aQMAT IN CV1"TACT.
JamesiR. Vealp,33uare autcfMeaical
Devices ;(11X-43Q),'Food a nug
Administration, Oepartnnt bnffHealth,
Education, znd Welfare, 8757 ieor&n
Ave., SilverSpAng, MD 20910, 301-427-
7226.
SUPPLEMENTA1RYINFORMATIONC

PanellRecommenafion
AproposalelsLwhere iahislssne rf

the Federal Register provides
background information concerning the
developmentof theprnposed.regulation.
The.AnesthesiologyDevice
Classification Panel, anT)A advisory
committee, made the .following
recommendation regaring the
classification.-ofswthcling' .alves
(ploss):

1. Identification: Aswitcing valve
(ploss) is a three-way valvelocated
between a stethoscopeplaced over the
heart, a blood pressure mff,.and an
earpiece. The 'valve 'alows the nser to
eliminate lne sound channel and listen
to only heart oriuortalfffjlood
pressure)'sounds thrungh the other
channel.

2. Recommended classification: Class
I (general controls).,'he lPanel
recommends that thedevicqhe exempt
from good manufacturing practice
regulation under s ,on'520[fJ eofithe
Federal Food;Drug, 'ndiCosmatic "Ant
(21 U:s.c. 360jrn):

'3. Summaryd'fTeasons for
recommendation: The RPanel
recommends Thal switc'uing 'valves
(plous) be classifed into-class I (general
controls] because general rontrols are*
sufficient lo 'provle -reasonable
assurance blithe safely and
effectiveness 'of the device.'Tlie Panel
recommends that 'the manufarturer not
be required to'comply ritfh-the'good
manufacturing'pracfice reqfirements
because any defedts.in Ile -levice -are
reaaflydetectable.

4. Summary vfdala 'n wfich -the
recommendalonis based:'The Panel.
based its.'recommendatidn on the Panel
members' personal knowledge of, 'and
.clinical experience ith, the device.

5. Risks to health:None idenfified.

Proposed-Classfiction
FDA agrees wi.tfhe Panel

recommendation and is proposing that
switching valves (ploss) 'be classified
into class I (general icontrols, ).he
agency believes that general controls
are sufficient to -provide reasanablo
assurance of the sf y and
effectiveness of the device.

In response 'to the Panel's
recommendation that -nanufaituters'of z
switching' valve '(p~loss) be exempt from
the device -good manufacturing practice
(GMP) Tegulation under'section ZZ0(f) 'f
the act 121 U.S.C. a60jffl}, FDA is
proposing 'hat ' manufacturer of'this
device be -exempt, in The manufacture,or
the device, from all requirements in 'the
GMP -regulation except § 820.180 {21
CFR 820.180), with Tespedt to general
requfiremenis con-cernIng Tecords, and
§ 820.198 (21 CFR 820198), with respect
to complaint iiles. Based an -availablo
information about ',urrentipractices nwod
in the manufacture of the device and
user-experience with the device, the
agency has determined that .applicatlon
of the GMP 'reulation,,other than
§§ 820.180 and S20L98, is -unlikely to
improve -the safety andreffectlvenoeg of
the device. The agency believes,
however, that manufactureres of a
switching valve :(plossj must utill be
required to comply with T1he 'complaint
file requirnentsof- .820.199 to,emure
that-these manufacturers lhave adequate
systems for vomplaintinvestigation and
followup. The pgency also believes that
manufacturers of a switching valve
(ploss) must'still be irequired to comply
with the general TeQuirements
concerning records in § ,820.180 to
ensure that FDA has access to
complaint files, caninvestigate device-
related injury reports and complaints
about product defects, may determine
whether the manufacturer's -corrective
actions are adequate, and may
determine whether the exemption Xrom
other sections df'the GNP regulation Is
still appropriate.

Therefore, under 1he Federal Food,
Drug, and Cosmetic A ct Isecs. 513,
701(a], 52 Stat. 1055, SDStat 5401540'(Z1
U.S.C. 360c, 371[a))) and under authority
delegated to him (21 CFR Z.1), 1he
Commissioner of Food and 'Drugs
proposes to amend Part 808 in'Subpart B
by adding new '§ -80:1905, lo read us
follows:

§ 868.1965 Switching valve ploss),
(a) Identification. A switching valve

(ploss) is a'three-'way valve'located
between a stethoscope placed over the
heart, a blood pressure cuff, and an
earpiece. The valve allows the'user to
eliminate one sound channel, and listen
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to onl heart of korotkofffblood
pressure) sounds through the other
channel.

(b) Class fication. Class I {general
controls]. The device is exempt from the
good manufacturing practice regulation
in Par 820 of this chapter, with the
exception of § 820.180.owith respect to
general requirements -concerning
records. and § 620:198, with respect to
cbmplaint files.

Interested persons may. on or before
January 2,1980, submit to the Hearing
Clerk HFA-305), Food and Drug
Administration, Rm.4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk dockel
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 20, 179.
William F. Randolp~h,
Acting Associate Commissioner for
RegulataiyAffa-rr.
[FR Do 3- Z'O ike l"I- T &4Snnm]
BILING-OODE 411-034 -

21 CFR Part 868

[Docket No. 78N-1692]

Medical Devices; Classification of
Water Vapor Analyzers
AGENC: Food and Drug Administration.
ACTION:'Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed Tegulation
classifying 'vater vapor analyzers into
class 1I (performance standards). The
FDA is also pubisbh g the
recommnendation of the Anesthesiology
Device Classification Panel that the
device be classifiedinto class I1. The
effect of classifying a device into class I
'is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments byJanuary 2,290
FDA proposes that the final regulation
based on this proposal beceme effective
30 days after the date Df its publication
in the Federal Register,
ADDRESS: Written comments to the
office of the Hearing Clerk IHFA-305),

Food and Drug Administration. Rm. 4-
65. 5600 Fishers lane, Rockville,MD
20857.
FOR FURTHEI ANFORWATIONO VONTACT.
James R. Veale, Bureau ofMedical
Devices [HFK-430), Food and Drug
Administration. Department of Health.
Education. and'Welfare, 87,57 Georgia
Ave., Silver Spring, ND 20910, 301-427-
7226.
SUPPLEMENTARY INFOMUA1M

Panel Recommendation

A proposal elsewlhere in this issue of
the Federal Register provides
background information concerning the
development of theproposed regulation.
The Anesthesiology Device
Classification Panel. and FDA advisory
committee, made the following
recommendation xegarding the
classification of %ater vapor analyzers:

1. Identification: A water vapor
analyzer is a device used to measure the
concentration of water vapor in a
patient's expired gases by using
techniques such as nass spectrometry

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
peformance standardfor this device be
a low priority.

3. Summary of reasons for
recommendatiom The Panel
recommends that water vapor analyzers
be classified into class II (performance
standards] because the water-vapor
concentration in a patient's -breath must
be accurately measured to assure proper
diagnosis of the patient's condition. The
Panel believes thatgeneral controls will
not provide sufficient control over 1his
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safely and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clincal experience with, the device.

5. Risks to health: Misdiagnosis:
Inaccurate measurement of water vapor
concentration in the expired gases may
cause an incorrect diagnosis, leading to
inappropriate therapy.

Proposed Classification
FDA agrees with the Panel

recomrmendation and is proposing that
water vapor analyzers be classified into
class 1 (performance standards). The
agencybelieves that a performance
standard is necessary for Ithis -device
because general controls alone are
insufficient to control the risks to'health

presented by the device. A performance
standard would provide reasonable
assurance of the safetyand
effectiveness of the dterVice. The agency
also believes that there is sufficient
information to establish a performance
standard for this deice.

Therefore. under the Federal Food.
Drug, and Cosmetic Act fsecs. 513,
701(a), 52 Stat. 1055, 90 StaL 540-546 21
U,S.C. 360c, 371(a)] and under anthoity
delegated to him (21 CFR5.l). the
Commissioner of Food and Drugs
proposes to amend Part 88 in Subpart B
by adding new § 88.1975, to read as
follows: I

§ 868.19Mh Water vapor analyzer.
(a) IdenifIcation. A water vapor

analyzer is a device used to measure the
concentration of water vaporina
patient's expired gases by using
techniques wuch as mass spectrometry.

(b) Classification. Class II
(performance standards).

Interested persons may. on er before
January 2.1980, submit to the Hearing
Clerk IFA-205). Food andDrug
Administration. Rm. 4-65, 5600 Fishers
Lane, Rockville.'hM 20337 written
comments regarding this proposal.Four
copies of any comments are to be
submitted, except-that individauals may
submit one copy- Comments are to be
identified with the Hearing Clerk docket
number found in brackels in the heading
of this document. Received comments
may be seen in the above offi ebetween
9 anm. and 4 p.m., Monday throug
Friday.

Dated: September 20, 1979.
Wiliam F. RandoIp i

A c tiW A v ciate Commi arh arfcrr
RegulatoryAffairs
I FR D7-- 70 -=' E2:di -'n1 -M
BILLNG CODE 4110-03-M

21 CFR Part 868
[Docket No. 78N-1693]

Medica Devices; Classification of
Ultrasonic Ai EmAbofirnltitonrs
AGENCY. Food andDrug Administration.
ACTION: Proposed rule..

SUMMARY:r The Food and Drug
Administration (FDA) is issuingfor
public comment a proposed regulation
classifying ultrasonic air embolism
monitors into rass H (performance
standards). FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class ]I. The
effect of classifying a device into class H
is to provide for the future development
of one -or more performance standards
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to assure the safety and effectiveness of
the device. After considering public'
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
'DATES:'Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food.and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A propodal elsewhere in this issue of

the Federal Register provides
.background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of ultrasonic air.embolism
monitors:

1. Identification: An-ultrasonic air
embolism monitor is a device used to
detect air bubbles in a patient's blood
stream. It may use Doppler or other
ultrasonic principles.

2. Recommended classification: Class
II (performance standards]. The Panel
recommends that establishing a
performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that ultrasonicaii
embolism monitors be classified into
class II because the Panel believes that
the reliability of the device must le
adequate to assure accurate detection of
air emboli. The Panel believes that
general controls will not provide
sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient informati6n to
establish a standard toprovide such
assurance.

4. Summary of data on which-the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device."

5. Risks to health: (a) Failure to detect
air emboli: If the ultrasonic air embolism
monitor fails to detect air emboli, it
could result in the air emboli blocking
the flow of blood in the patient's blood
vessels, causing serious complications
or death. (b) Electrical shock: If the
device is not designed properly,,the
patient or operator may receive an
electrical shock.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
ultrasonic air embolism monitors be
classified into class II (performance
st'andards): The Biological Effects of
Ultrasound Subcommittee of FDA's
Obstetrical and Gynecological Device
Classification Panel has also reviewed
the possible adverse effects of
diagnostic ultrasound devices. (The
Subcommittee was established because
of FDA's special concerni about the
obstetical use of ultrasound, based
upon several studies involving

o laboratory animals that showed various
biological effects from prenatal
ultrasound exposures (Ref. 1).) The
Subcommittee concludedthat there is
sufficient information available to
establish a standard for diagnostic
ultrasound devices generally (Refs. 2, 3,
and 4).

In the Federal Register of February 13,
1979 (44 FR 9542), FDA published a
notice of intent announcing that-it is
considering an action program to reduce
exposure to diagnostic ultrasound as
much as practicable, consistbnt with the
need for essential diagnostic
information. One action the agency will
consider taking is promulgation of a
performance standard under the
Radiatio'n Control for Health and Safety

-Act of 1978 (Pub. L. 90-602, 42 U.S.C.
2636 et seq.). The agency believes that a
performance standardunder the
Radiation Control for Health and Safety
Act is necessary for this device because
general controls alone are insufficient to
control the risks to health presented by
the device. A performance standard,
would provide reasonable assurance of
the safety and effectiveness of the
device. The agency also believes that
there is sufficient information to
establish a performance standard for
this device.

References
The following information has been

placed in the office of the Heaing Clerk
(HFA-305), Rm. 4-65, 5600 Fishers Lane,
Rockville, MD 20857, and may be seen

-by interested persons from 9 a.m. to 4
p.m., Monday through Friday:

1. Stratmeyer, M. B., "Research
Directions in Ultrasound Bioeffects-A

Public Health View," Proceedings of a
Symposium on Biological Effects and
Characterization of Ultrasound Sources,
HEW Publication (FDA 78-8044, 1978).

2. Minutes of the Biologic Effects of
Ultrasound Subcommittee of the OB-
GYN Device Classification Panel (First
Meeting), Jan. 22-23, 1976.

3. Minutes of the Biologic Effects of
Ultrasound Subcommittee of the OB-
GYN Device Classification Panel
(Second Meeting), Oct. 28,1970.

4. Minutes of the Biologic Effects of
Ultrasound Subcommittee of the OB-
GYN Device Classification Panel (Third
Meeting), Oct. 4, 1977.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sacs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-540 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 by adding
new Subpart C and new § 868.2025, to
read as follows:

Subpart C-Monitoring Devices

§ 868.2025 Ultrasonic air embolism
monitor.

(a) Identification. An ultrasonid air
embolism monitor is a device used to
detect air bubbles in a patient's blood
stream. It may use Doppler or other
ultrasonic principles.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found inbrackets
in the heading of this document.
Received comments may be seen In the
above office between the hours of 9 a.m.
and 4 p.m., Monday through Friday.

Dated: September 20,1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
IFR Doc. 79-33378 Filed 11-1-79; 8:45 aml
BILLNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1694]

Medical Devices; Classification of
Bourdon Gauge Flowmeter
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.
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SUMMARY. The Food =and Drug
Administration {FDA) is issuing Tor
public comment a proposed iegulation
classifying bonrdon gauge flovneters
into class II (performance standardsl.
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class IL The
effect of classifyinga device into class 11
Is to provide for the future development
Of one or more performance standards
to assure the safety and effectiveness ot
the device. After considering public
comments, FDA will issuda final
regulation classifying the device. These
actions are being taken-under the
Medical Device Amendments -of 1976.
DATES- Commenls by January 2,1980.
FDA proposes that the final regula"tion
based on this proposal become effective
30 days after the date of its publication
in the Federal Regisler.
ADDRESS: Written comments to the
office of the Hearing Clerk WFA-305).
Food andfDrug Administration, Rm.4-
65, 5600 Fishers Lane, Rockville. MD
20857.
FOR FURTHER4NFORMATION CONTACT.
James R. eale. Bureau ofMedical
Devices 1IIFK-430). Eood and Drug
Administration. Department of Health,
Education, and Welfare, 8757 Georgia
Ave.. Silver Springs, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in 'this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the folowing
recommendation Tegarding the
classification of bourdon gauge
flowmeters:

1. Identification: A bourdon-gauge -
flowmeter is a device used in
conjunction with respiratory eq upment
to sense gas pressure. The device is
calibrated to indicate gas flow -ate with
the outflow open to the'atmosphere.

2. Recommended classification: Class
II (performance standards).rhe Panel
recommends that establishing a
performance standard for this device be
a medium priority.

3. Sunimary of reasons for
recommendation:The Panel
recommends that bourdon gauge
fiowmeters be classified into class II
because the Panel believes that the
device must accurately measure gas
flow rates to assure that gases are
delivered at the-correct rates to the
patiefit and/or respiratory devices. The

Panel believes that general controls will
not provide sufficient control over this
characteristic. The panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard to provide such
assurance.

4 Summary.of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members personal knowledge of. and
clinical experience with, bourdon gauge
flowimeters.

5. Risks 'ohealth: Inappropriate
therapy: The patient may receive
incorrect therapy if the device does not
measure gas flow rates accurately.
Proposed Classification

FDA agrees with the Panel
recommendation and it proposing that
bourdon §uage flowmeters be classified
into 'class H (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. Aperformance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Comestic Act (secs. 513,
701(a), 52 Stat. 1055.90 Stat. 540-546 121
U.S.C. 360c, 371[a))) and under authority
delegated to him (21 CFR 5.11, the
Commissioner of Food and Drugs
proposes to amend Part 68 in SubpartC
by adding new § '868.2300, to read as
follows:

§868.2300 Bourdongaugeflowrmter.
(a) Identification. A bofirdon gauge

flouwmeter is a device used in
conjunction with respiratpry equipment
to sense gas pressure. The device is
calibrated to indicate gas flow ratewith
the outflow open to the atmosphere.

fb] Classification. Class U
(performance standards).

Interested persons may.,on or before
January 2,1980. submit to the Hearing
Clerk [HFA-305), Food andDrug
Administration, Rm. 4-65, 5600 Fishers
Lane. Rockville, MD 20657, written
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified-with the Hearing
Clerk docket number found in brackets
in the heading of this documenL
Received comments may be seen in the

above office between the hours of 9 am.
and 4 p.m.. Monday through Friday.

Dated: September20.1979.
William F.Randolp'h.
Acting Assoclale Commssionerj'or
ResulatoryAffairs.
IFR eDz. 7%-3339 Filed 11-i-79:43 aml

nLLM CODE 4110-03-M

21 CFR Part 68

[Docket No. 78N-1695]

Classification olUncompensated
Thorpe Tube Flrowmeters
AGENCY Food and Drug Administration.
ACTION: Proposed Tule.

SUMMARY: The Food and Drug
Administration [FDA) is issuing for
public comment a proposed regalation,
classifying uncompensated thorpe tube
flovaneters into class H (performance
standards). FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be -lassified into class 11. The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. Afterconsideing public
comments. FDA w issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1975.

DATES: Comments by January 2 1980.
FDA proposes that the final regulation
basedon this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the HearingClerk (HFA-3o5,
Food and Drug Administration, Rm.4-
65.,5600 Fishers Lane, Rockville, MD
20857.
FOR R RTHERRNORMnATION CONTAC-.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring. MD 20910, 301-4_27-
7228.
SUPPLEMENTARY INFORMATON

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Registerprovides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDAadvisory
committee, made the following
recommendation regarding the
classification ofuncompensated thorpe
tube flowmeters:
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1 1. Identification:A uncompensated
thorpe tube flowmeter is a device used

- to'indicate and control gas flow rate
accurately. The device includes a
vertically mounted tube andis
calibrated when the outlet of the
flowneter is open to the atmosphere.

2. Recommended classification: Class"
II (performance standards). The Panel
recommends that establishing a-
performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that uncompensated thorpe
tube flowmeters be classified into class
II because the Panel believes that the
device must accurately measure gas
flow rates to assure that correct gas
volumes and concentrations are
delivered to the patient. The Panel
beli6ves that general controls will not
provide sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard to provide such"
assurance.

4. Summary of data on which, the
recommendation is based: The Panel
based its recommendation on, the.Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: Inappropriate
therapy: Inaccuracy or a change in
outlet pressure may cause the'device to
display incorrect flow data, resulting in
the delivery of improper gas therapy to
the patient.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
uncompensated thorpe tube flowmeters
be clqssified into class II (performance
standards). The agency believes that a
performance standards is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented,by the device.A

,performance standard will provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance'
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs, 513,
701(a), 52;Stat. 1055, 90 Stat. 540-546 (21
US.C. 360c. 371(a)]) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart C
by adding new § 888.2320, to read as
follows:.

§ 868.2320 Uncompensated thorpe tube
flowmeter. . I

(a) Identification. An uncompensated
thorpe tube flowmeter is a device used
to indicate and control gas flow rate
accurately. The device includes a
vertically mounted tube and is
calibrated when the outlet of the
flowmeter is open to the atmosphere.

(B) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville,-MD 20857, written
'comments regarding this proposal. Four
copies of all comments shall be-
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this document.
Received comments may be seen in the
above office between 9 a.m. and 4 p.m.,
Monday through Friday.

Dated: September 20,1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulqtoryAffairs.
[FR Dec. 79-33380 Fied 11-1-n9; 8:45 am],
BILLING CODE 4110-03-M

21 CFR Part 868

"[Docket No. 78N-1696]

Medical Devices; Classification of
Compensated Thorpe Tube
Flowmeters

AGENCY: Food and Drug,Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying compensated thorpe tube
flowmeters'into class II (performance
standards). FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel and the
Dental Device Classification Panel that
the device be classified into class II. The
effect-of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
EFFECTIVE DATE: Comments by-January
2, 1980. FDA proposes that the final
regulation based on this proposal
become effective 30 days after the date
of its publication in the Federal Register.

ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R: V*ale, Buteau of Medical
Devices (HFK-430),'Pood andDrug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation,
The Anesthesiology Device
Classification Panel and the Dental
Device Classification Panel, FDA
advisory committees, made the
following recommendation regarding the
classification of compensated thorpe
tube flowmeters:

1. Identification: A compensated
thorpe tube flowmeter is a device used
to control and measure gas flow rate
accurately. The device includes a
vertically mounted tube, with the outlet
of the flowmeter calibrated to a
reference pressure.

2. Recommended classification: Class
II (performance standards). Both the
Anesthesiology Device Classification
Panel and the Dental Device
Classification Panel recommend that
this device be classified into class II
(performance standards). The
Anesthesiology Device Classification
Pafiel recommends thaf establishing a
performance standard for this device be
a medium priority. The Dental Device
Classification Panel recommended that
establishing a performance standard for
the device be a low pri6rity.

3. Summary of reasons for
recommendation: Both the
'Anesthesiology Device Classification
Panel and the Dental Device
Classification Panel recommend that
compensated thorpe tube flowmeters be
classified into class II because the
Panels believe that the accuracy of the
device must be controled to assure that
the device displays accurate gas flow
rate data, The Panels believe that
general controls will not provide
sufficient control over the accuracy of
the device. The Panels believe that a
standard would provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a'stindard to provide such
assurance,



Federal Register / Vol. 44, No. 214 / Friday. November 2, 1979 / Proposed Rules

4. Summary of data on which the
recommendation is based: Both Panels
based their recommendation on the
Panel members' personal knowledge of,
and clinical experience with, this device.
The Panels noted that-compensated
thorpe tube flowmeters have been
widely used for many years....

5. Risks to health: The Anesthesiology
Device Classification Panel identified
the following risk to health. (a)
Inappropriate therapy- Inaccuracy or
nonlinearity may cause the device to
display inaccurate flow data, resulting
in the delivery of improper gas flows or
other inappropriate therapy to the
patient. The Dental Device
Classification Panel identified the
following risk to health: (b) Incorrect
amount of gas delivered: Malfunction
may cause an incorrect amount of
anesthetic gas to be delivered to the
patient.

Proposed Classification

FDA agrees with the Panels'
recommendation and is proposing that
compensated thorpe tube flowmeters be
classified into class II (performance
standards. The agency believes that a
performance standard is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented by the device. A
performance standard would provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority.
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart C
by adding new § 868.2340, to read as
follows:

§ 868.2340 Compensated thorpe tube
flowmeter.

(a) Identification. A compensated
thorpe tube flowmeter is a device used
to control and measure gas flow rate
accurately. The device includes a
vertically mounted tube, with the outlet
of the flowmeter calibrated to a
reference pressure.

(b) Classification. Class 11
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may

submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this document.
Received comments may be seen in the
above office between the hours of 9 a.m.
and 4 p.m., Monday through Friday.

Dated: September 20.1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs.
[FR Ooc. 79-33381 Filed 11-1-79; US =sni

BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1697]

Medical Devices;, Classification of Gas
Calibration Flowmeters

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying gas calibration flowmeters
into class II (performance standards).
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class IL The
effect of classifying a device into the
class 11 is to provide for the future
development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring. MD 20910. 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panal Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device

Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of gas calibration
flowmeters:

1. Identification: A gas calibration
flowmeter is a device that is used to
calibrate flowmeters and accurately
measure gas flow.

2. Recommended'classificatiom Class
II (performance standards]. The Panel
recommends that establishing a
performance standard for this device be
a low priority.
- 3. Summary of reasons for
recommendation: The Panel
recommends that gas calibration
flowmeters be classified into class II to
assure that gas flowmeters are correctly
calibrated so that the data generated by
them will be accurate. The Panel
believes that general controls will not
provide sufficient control over this
characteristic. The Panel believes that a
standard would provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard to provide such
assurance.

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with. this device.

S. Risks to health. Inappropriate gas
concentration: Inaccurate calibration of
gas flowmeters or lack of flowmeter
accuracy may lead to incorrect gas flow
data resulting in delivery of
inappropriate and possibly hazardous
breathing mixtures to the patient.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
gas calibration flowmeters be classified
into class H (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food.
Drug. and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055,90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs -
proposes to amend Part 868 in Subpart C
by adding new § 68.2350, to read as
follows:
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§'86&23W6 Gas calibratibonfrowmefer
(a) Idertiffcaoinr A gas calibratforr

flowmeterfs' adevice that is- used to
calibrate- ffowmeters- and accurately
measure gas flow.

(br' Cfassiftatron. Classl
(perfrmdnce atandard). .

Interested persons may on or before-
January 2,1980, submitto the Hearing
Clerk iFPL-305; Fbod andDrug.
Adininistrationr,Rur. 4-65,, 5600 Ffshers-
Lane, Rockville,,M920857, written
conunents-regardfng this proposal. Four
copies of all comments shall' be
submitted, except tharilidlvfidirars may
submit singre copies ofcoiments; and?
shall be'idbntifiedwfth the Hearing
Crerk docket numberfaunlin brackets
in the heading of this document
ReceiVed' comments-maybe seed rr the
above offrce'between the iours- 9 a.m.
and 4 p.m., Monday through.Fkiday.

Dated- September 20, 1979. -

WilliarwF. Randolph,
Acting Associate, Cooxnrisirnrerfor
RegutatoryAffaiwi
IFR Doc. 795333B2'Fi d/1r-li- :8,!4an]i.

BILULG, co3 4-10-03-M

21 CEaPa8ta6a

[Docket, No,7M-t69a1

Medrcal Devfces,- Crassifficatior of
BreathfingFrequency Monitors

AGENCY: Foadi and! Dru Administralim',

ACTio0N Proposedl rule:

SUMuARYTheFood, and Drug
Administration: (F]Aj is issuing for
public comment a proposed regulation
classifying breathing frequency-monitors
into class II{performance standards-
FIDA is alsorpublishing tha
recommendation of the Anesthesfa gy
Device Classff icathar Pkner and the
General, ail Plastic Surgery DeVIce
ClassificatinmPanet that the dbvica be.
classifiedi obta class ILThe effect of -
clsifyingmderviebatutclss lI .ib
provle, far the future development of
one or-more perfarmance standards-to,
assure the saffety an&d effectivenesm, of
the device. After, considering public.
comments, EDA will! issue., a final
regulationiclassifying the device- These
actions are being taken undev the
MedicaDavice Amendaments-of IM%&
DATES. Conments byFanuary Z, 1980.
FDA proposes' that thL ffia regulatforr
based on this proposal' become effective
30 days after-the date- ofits publicaffor
in the Fed'eraF Register.
ADDRESS: Written. comments to the
office of the Hearing Clerk (FIFA-305}),

Food andBIrugAdnifmistratforr, Rm -
65,- 5600Fihers Eane, Rackvilre.MIT
20857 ""
FOR FURTHER INFORMATION CONTACT:
]ames 1. Veale,Bureai ofMedical
Devices CIIFK-40 FoodanclDrug,
Admiistrafion,' D'epartment of Hearth,

" Education, andWelfare, 87s57Georgia
Ave., Silver Spring, M9 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION'

Panel Recommendation,

A proposal- elsewhere-irr this-issue-of
the Federal Register pravides
background information concerning the
development of the-proposedregulation,
The Anesthesiology Device
Classification Planer, and.,the General
and Plastic Surgery, Devibe
Classification Panel,. FDA advisory,
committees, made. the following
recommendationr regarding-the-
classificatiom ofbreathiig frequency3
monitorsr

SIdenfifcatioiAbreathing
(venlator frequenc-monitr isi a,

- devicaused tomeasare. xpatients.
respiratory ratd.Tlzte device provides an
audible on visible alarn wheri, the
respiratory rate i outside.
predetermined:limits-

2-Recomnended' classificatfiom Class
H (performance standards); The'
Anesthesiolo ]DLvice Classificatfor
Panel! andi the Generalt and Plastic
Surgery Device Classification-Panel
recommend: that; this devicebe classified
into; crassiIr. The Anesthesiology Device
Classification Parelt recommends: that
establishihg a, performance standard for
thisidevice be a medlum.priority.

3.Shmmary,oireasens for the
recomr datien The Panels-
recommendthat the breatbing frequency
morxitnrhe classifiedintoi classIt
because the Panelshelieve that the
device-must accuratelWy and reliably
detectand alert users totchanges in a
patientss, breathing frequency.. The
Panels, believe that general controls will
not provide sufficient control over these
characteristicsThe Panels believe-that,
a standard, will pravide reasonable.
assurance of thr safety and,
effectiveness, of the device anff that
there- is, sufficient information to.
establish at standard to pruvide- sucl
assurance.

4. Summary oLdata on, which, the
recommendation is based: The Panels
basedtheir recommendca-ffor on, the
Panelmembers! persanac. knowledge of,
and clinical, experienee with,, this device.

5. Risks,tohealth: The-Anesthesiology
Device Classification. Paneh identified,
the following;risks to, health. Cal-

Undetected abnormal respirat'ory
conditionsrFafure of the device or
alarnr may- cause- abnormal conditions to
go undiscovered- and resuftin serious
patient injury or death. LbI inappropriate
therapy: The patient may receive
incorrect therapy if the device does:not
monitor- the patient's breathing
frequency. accurately and reliably. The
General and Plastic Surgery, Deuice
Classification, Panel identified not
hazards from this device:.,

P'roposed' Classification

FDA agrees with, the Panelse
recommendations and Is-proposing, that
breatihgfrequency monitors be,
classified' into- classTI (performance
standards. The-agency believes thatir
performance standard-is-necessary for
this- device because generali controls
alone are insufficient to control the risks
to health presentedbythedbvice;.A,
performance standard woulk provide
reasonable assurance, of the safety, and,
effectiveness- of the. device, The agency
also,believes; that thereis, sufficient
information to establish a, performance
standard for this devicm

Therefore, under'the Fedbral Fbod.
Drug, and, Cosmetic Act secs. 513,
701Ca), 52 Stat. 1055, 90-Stat 540-&1* (21
U.S.C. 360c, 371{'a})' and under authority
defegatecF to- him (e CFR- 5.1, the-
Commissioner-ofFood'and'Diugs .

proposes tor amend.Par 868 in S'bparr C
by- adding new 868.2375 4, to read' as
follows-

§ 868.2375 Breathrng-frequency, monitor.

(a].rdendfication. A breathing
(ventilatory) frequency monitor is, a.
device used tomeasure apatient's
respiratory rate. The device provides, an
audible or visible- alarm when, the
respiratory rate is outside
predetermined limits.

(bj Classification. Class II
(performance standards),

Intereatedpersons. may, on or beforei
January 2,1980, submit, to the Hearin&
Clerk LHFA-305), Foo d and' Drug
Administration, Rm. 4-65, 5600,Fihers.
Lane, Rockville, MD 20857, wrlttem
comments regarding this. proposal Four
copies of all comments shall be,
submitted, except that individuals. may,
submit single copes of comments and
sh-all be identified with the Hearfn-
Clerk docket number found'in brackets
in the heading of this document;
Received- comments-maybe- seen in the
above-office between the hours- ofgEa.m,
and 4 p.m.. Monday through Friday.

----. aI63340
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Dated: September 20.1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Doc. 79-3383 Filed 11-1-79: :45 am]

BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-16991

Medical Devices; Classification of
Lung Water Monitors

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying lung water monitors into
class mII (premarket approval). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class Im. The effect of
classifying a device into class III is to
require each manufacturer of the device
to submit to FDA a premarket approval
application at a date to be set in a future
regulation. Each application would
include premarket approval information
concerning safety and effectiveness
tests for the device. After considering
public comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing-Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.

SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of lung water monitors:

1. Identification: A lung water monitor
is a device used to monitor the trend of
fluid volume changes in a patient's lung
by measuring changes in thoracic
electrical impedance (resistance to
alternating current) by means of
electrodes placed on the patient's chest.

2. Recommended classification: Class
]II (premarket approval). The Panel
recommends that premarket approval
for this device be a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that lung water monitors
be classified into class III because the
Panel believes that the device presents a
potential unreasonable risk of illness or
injury. The Panel believes that
insufficient information exists to
determine whether general controls or
performance standards would be
adequate to provide reasonable
assurance of the safety and
effectiveness of the device.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
experience with, the device, and the
lack of clinical data. The Panel notes
that there is no acceptable quantitative
procedure for measuring changes in lung
fluid ,olume.

5. Risks to health: (a) Incorrect
diagnosis: If the device is not calibrated
or does not accurately measure changes
in lung fluid volume, misdiagnosis of the
patient's condition may result in
inappropriate therapy. (b) Electrical
shock: If the device malfunctions or is
not properly grounded, the patient may
receive an electrical shock. (c) Allergic
reaction: The adhesive backing on the
electrodes applied to the chest may
cause skin irritation.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
lung water monitors be classified into
class III (premarket approval). The
agency concurs with the Panel that the
device presents potential unreasonable
risks of illness or injury to the patient
and that insufficient information exists
to determine ihat general controls will
provide reasonable assurance of the
safety and effectiveness of the device
and that insufficient information exists
to establish a performance standard to
provide this assurance.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 StaL 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart C

by adding new § 868.2450, to read as
follows:

§ 868.2450 Lung water monitor.
(a) Identificatfon. A lung water

monitor is a device used to monitor the
trend of fluid volume changes in a
patient's lung by measuring changes in
thoracic electrical impedance
(resistance to alternating current) by
means of electrodes placed on the
patient's chest.

(b) Classification. Class Ill (premarket
approval).

Interested persons may, on or before
January 2.1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockvile, MD 20857. written .
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this document.
Received comments may be seen in the
above office between the hours of 9 a.m.
and 4 p.m., Monday through Friday.

Dated: September 20.1979.
William F. Randolph.
Acting Associate Commissfonerfor
RegulatoryAffairs.
IFR D=. 79-13334 -d -1-M &:45 aml
BILING COoE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1700]

Medical Devices; Classification of
Cutaneous Oxygen Monitors
AGENCY: Food and Drug Administration.
ACTION: Proposed Rule.

SUMMARY:. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying cutaneous oxygen monitors
into class II (performance standards).
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into classYI. The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
In the Federal Register.
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AODRESS.Written comments.tohe
office of the Hearing Clerk HFA-305],
Food and Drug Administration, Rm. 4-
65, 5600 FishersLane,.Rockville, M1
20857.

FOW FURTHER INFORMATION' CONTACT.
James R. Veare.Bureau, of MedicaP
Devices- (HFK-430), Food. andDrug
Administration; Uepartment of Health;
Education, and Welfare; 8757 Georgia
Ave., tSllrerSpring, lD2091.301-427-
7226.

SUPPLEMENTARY INFORMATION:

Panel'Recommendation ,

A proposal elsewhere fir this issue of
the- Federal Register provides -
backgpound, information concerning the
development of theproposed regulation.
The Anesthesiology, Device-
Classification-PanelI, ar FDA advisory,
committee made the following
recommendatiorr regardin the,
classification of, cutaneous: oxygem

- monitors.
.Idbntification:A cutaneous oxygen,.

monitor is a, device used! to monitor,
relative. changes inr the, cutaneous (skIn.
oxygen tension by using- a noninvasive
sensor (e.g., Clark-typepolarographic
electrodel placed, on. the-patient'sskin.

2. Recommended classification: Class
II (performance siandardsl,. The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons-for
recommendation: The PaneL
recommends that'cutaneous oxygen
monithrs- bei classified intn class IL
because the.PaneL helie. es thaLthe
design. and. materials. of the device must.
be controlled to assure that the patient
is not burned due tor excessive heating-
of the sensor, that- the device- accurately
measures, tie~cutaneous oxygent tension.
that skin inigry or allergicreaction does
not, occur from, the-use. of electrode gplsi
or adhesives, and that the patient does
not receive an.electrical shock..The
Panel believes that the output of the.
device should.be validated by the user
against arterial, blood-oxygen tension,
bothinifially and with any subsequent
ch nge. in, electrode site, The Panel
recommends, that the manufacturer be
required. by EDA to specify, in the
labeling for the, device. anyconditions.
known to, interfere with the, oxygen.
tension measurement. The Panel
'believes, that general controls, will, not
provide sufficient control aver-these
characteristics. The Panel.helieves.that
a standard will. provide reasonable
assurance of the safety and.
effectiveness of the device. and that
there is sufficient informafionAot

establisai standard-to provide such
assurance.

4. Summary ofdata onwiich thie
recommendation is based: The Pane].
based ifs recommencatfon on the Panet
members!personatknowledge of, and'
clinical experience with, the device and
on testimnony and data presented' td the
Panel On.JunZ,1977Mr. Lonny .
Wolgemuth, representingLitton Medicar
Electronics, addressed the Phnel
regarding the Litton Okymonifor, a
device for measuffngthe cutaneous-
oxygen tensiorr. The presentatiorr
addressed theliistory-of development of
thedevibe; its-operatibnal principres'
applicationsfor-use-of the device, and,
alternativemethods-for th6
measurement of oxygen tension (PO.

Dr. Howard&Hochberg, representing
RocheMedicalE5lectronfcs, addressed
the Panelron Jhnuary Z4, 1978 concerning.
the Roche, cutaneous oxygen monitor.
Dr. Hochberg-referenced the utility'of
the device as a trend. monitor and the.
low incidence ofburns~reportedl to-date.
He concluded hr-presentatforr by
recommendih' that the, device'be
classified: into, class.IIF (premarket
approval), confending-that there fsnot
enoughiinformatioir to develop a
performance standard!because the,

- technology for'the device is still, being
developed.

The Panel'membersraised questions
"dhring,bath of-the above presentation&
concerning the safety and. effectiveness
of-therdevice.The Panel members'
concerns; centered. om (1) the incidence
of and: extent of skim injury due to: the
electrod- temperature relative to; body
weight.when, the devkce-is used or
infants,. (2 ranges,of linearity, and, (31,
the.positionmof the electrodeon the
patient.,

Based on these presentations, and the
data available in the med'caLliterature,
the-Panel member.T dbtermined that
sufficieht data'exist on which- to base a
performance standard-.
5, Risks to: health Ca);Burns: If the

sensor temperature-is; too high- or if the
position, of the electrode on, the patient
is, not changed periodically, the patient
maj he-burned. (b)I Inappropriate
therapy: If- thedevice doesnob measure
the patient's, oxygen tension accurately,,
the patient may, receive inappropriate
therapy. [c) Skin reaction: The
electrolyte or adhesive used with the
sensor may, cause; an adverse skin
reaction. (d) Electrical. shock: If the
device isnot designe-properly,, the
patient may receive an electrical shock.
Propose &Classifidation,

FDA agreeswfth the. panel
recomtoend atibnancis proposing that
eitanenus oxygennmonitors. E classified

into class II (performance standardsl,
The agency believes that a performance
standard is necessary for this device
because general controla alone are
insufficient to control the risks to health
presented by the device.

FDA originally placed the cutaneous
oxygen monitor into qlass III (premarket
approval) based on premarket
notifications made to the agency under
section 510(k) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 360(k)) and
Part 807 of the regulations 121 CFR Part
807). FDA was not aware at that time
that a substantially equivalent product
had been in commercial distribution,
prior to- the- date- of enactment of the
Medical Device Amendment (May. 28,
1976). Subsequently, an applicatiomfor
premarket approval: and apetition for
reclassification were submitted, fo FDA.
Also, new informatiorn was presented, tw
FDA showing that the cutaneous. oxygern
monitor had been, in, commercial.
distribution, before, May 28, 1976.
Accordingly; FDA, notified the
manufacturers. whose submissions- on.
thfs device'were pending that the device
was substantfallyequivalent to a, device
in commercial distribution prior to.
enactment of the MedicalJ'evice
Amendments of*19Z andi therefore,
could bemarketed withbut premarket
approval or approval of a,
reclassificationipetitiom The pending
submissions were withdrawn; by. the
manufacturers and the, cutaneous
oxygen mbnifor-was referred to the,
AnesthesiologyDevica Classificatior
Panel fora, classification
recommendation,

Iuring the Panel discussions; differing
opinions were expressed about the
classification: of cutaneous oxygen
monitor&because the device uses. a
relatively new technique, for-measuring
oxygen tension'r The device, uses an
external cutaneous electrode to heatth
patient's skin and underlying; tissues to,
temperatures greater than 43* C to
enable oxygen, tension to, be measured.
Questions were expressed during, the
Panels, deliberations as towhether there
was enough information available to,
develop a performance standard that
would assure the safety and
effectiveness of the device. Although the
agency tentatively, agrees. with the Panel
and proposes to classify the cutaneous
oxygen monitor into class II
(performance standards), comments are
requested on whether there is. sufficlent
information available to-establish a
performance standard thatwilL assure
the safety and effectiveness, of the
device withoutrequiring, that it undergo,
premarket clearance by' FDA.
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Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat 540-546 [21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart C
by adding new § 868.2500 as follows:

§ 868.2500 Cutaneous oxygen monitor.
(a) Identification. A cutaneous oxygen

monitor is a device used to monitor
relative changes in the cutaneous (skin)
oxygen tension by -using a noninvasive
sensor (e.g., Clark-type polarographic
electrode) placed on the patient's skin.

(b) Classification. Class I
(performance standards).

Interested persons may, on-or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD.20857, written
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the He&ring
Clerk docket number found in brackets
in the heading of this document
Received comments may be seen in the
above offices between the hours of 9
a.m. and 4 p.m., Monday through Friday.

Dated: September 20.1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Dor. 79-33393 Filed 11-1-79 :45 am]
BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-17021

Medical Devices; Classification ot
Pneumotachometers
AGENCY: Food and Drug Administration.
ACTION: Proposed Rule.

SUMMARY The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying pneumotachometers into
class H (performanice standards]. FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into -class II is to provide for
the future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation

based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.

FOR FURTHER INFORMATION CONTACT.
James R. Veale. Bureau of Medical
Devices [HFK-430). Food and Drug
Administration, Department of Health.
Education. and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226

SUPPLEMENTARY INFORMATION.

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, and FDA advisory
committee, made the following
recommendation regarding the
classificatign of pneumotachometers

1. Identification: A pneumotachometer
is a device used to determine-gas flow
by measuring the pressure differential
across a known resistance. ThQ device
may use a set of capillaries or a metal
screen for the resistive element.

2. Recommended Classification: Class
1I (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that pneumotachometers
be classified into class H because the
Panel believes the accuracy of the
device must be adequate to assure that
the device does not generate incorrect
data. In addition, the Panel believes that
the design and materials of the device
must be-controlled to assure that when
used in a breathing circuit or mechanical
ventilator, the device does not increase
air-flow resistance excessively or
promote infection due to an inability of
the user toclean and sterilize the
device. The Panel believes that general
controls will not provide sufficient
control over these characteristics. The
Panel believes that a standard will
provide reasonable assurance of the
safety and-effectiveness of the device
and that there is sufficient information
to establish a standard to provide such
assurance.

4. Summary of data on which ihe
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the devic .

5. Risks to health. (a) Inappropriate
therapy: Inaccurate determination of gas
flow may cause the patient's condition
to be incorrectly diagnosed. resulting in
incorrect therapy. (b) High flow
resistance: If the device is used in a
breathing circuit, poor design may cause
excessive flow resistance that could
result in inadequate ventilation of the
patient. (c) Infection: If the device is not
clean or sterile, infection may result.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
pneumotachometers be classified into
class H (performance standards). The
agency believes thata performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the devce. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for the device.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1J, the
Commissioner of Food and Drugs
proposes to amend Part 868 inSubpart C
by adding new § 863.2550, to read as
follotvs:

§ 868.2550 Pneumotachometer.

(a) Identificaffon. A
pneumotachometeris a device used to
determine gas flow by measuring the
pressure differential across a known
resistance. The device may use a set of
capillaries or a metal screen for the
resistive element.

(b) Classificatiom Class H
(performance standards).

Interested persons may, on or befom
January 2,1980, submit to the Hearing
Clerk (HFA-395). Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 208357,'written:
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this document.
Received comments may be seen in the
above office between the hours of 9 amn.
and 4 p.m., Monday through Friday.
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Dated: September 20, 1979.
William F. Randolph, .
Acting Associate Commissioner for
RegulatoryAffairs.
(FR Doc. 79-33386 Filed 11-1-79; 8:45 ,mJ

BILLINO CODE 4110-03-M

21 CFR Part 868

[DocketNo. 78N-1703]

Medical Devices; Classification of
Airway Pressure Monitors

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying airway pressure monitors
into class II (performance standards).
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class I. The
effect of classifying a device into class H1
is to provide for the future development
of one or more performance standards.-
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken uinder the
Medical Device Amendments of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia'
Ave., Silver Spring, MD 20910, S01-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposed elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesioloogy Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of airway pressure
monitors:

1. Identification: An airway pressure
monitor is a device used to measure the
pressure in a patient's upper airway.

The device may include a pressure
gauge and an alarm.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this. device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that airway pressure
monitors be classified into class H
because the Panel believes that the
device must accurately measure a
patient's airway pressure, and changes
in that pressure, so that hospital
personnel will be alerted to abnormal
conditions. The Panel believes that
general controls will not provide
sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety, and
effectiveness of the device and that
there is sufficient information to
establish a standard to provide such
assurance. The Panel noted that a
standard for pressure gauges is being
developed by the American National
Staiidards Institute.

4. Sununary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, airway
pressure monitors.

5. Risks to health: Inadequate
ventilation: Failureof the device to
accurately measure airway pressure and
pressure changes may result in
inadequate ventilation or other
inappropriate patient therapy.

Proposed Classification

FDA agrees with the Panel
recommendation and is pioposing that
airway pressure monitors be classified
into class 1I (performance standards).
The agency.believes that a performance
standard is necessary for this device
because general Controls alone are
insufficient to control the risks to health
presented by this device. A performance
standard-would provide reasonable
assurance of the-safety and'
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for-this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart C
by adding new § 868.2600, to.read as
follows:

§ 868.2600 Airway pressure monitor.
(a) Identification. An airway pressure

monitor is a device used to measure the
pressure in a patient's upper airway,
The device may include a pressure
gauge and an alarm.

(b) Classification. Class II
(performance standards),

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written '
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this document.
Received comments may be seen in the
above office between the hours of 9 a.m.
and 4 p.m., Monday fbrough Friday.

Dated: September 20,1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffalrs.
|FR Doc. 79-33387 Filed 11-1-79; 8:45 am)
BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-17041

MedicaIDevices; Classification of Gas
Pressure Gauges

AGENCY: Food and Drug Administration,

ACTION: Proposed rle.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying gas pressure gauges tn~o
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device Into class 11 Is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. Aftei considering public
comments, FDA will issue a final
regulation classifying the device, These
actions are being taken under the
Medical Device Amendments of 1976,
DATES: Comments by January 2, 1980.

FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
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FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical

-Devices (HFK--430), Food and Drug
Administration, Department of Health.
Education. and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY2INFORMATION.t

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
d6e'elopment of the proposed regulation.
The Anesthesiology Device
ClassificationPanel, an FDA advisory
committee, made the following
recommendation regarding the
classification of gas pressure gauges:

1. Identification: A gas pressure gauge
(e.g., bourdon tube pressure gauge) is a
device used to measure the gas pressure
in a gas delivery system.

2. Recommended classification: Class
II (performance slandards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that gas pressure gauges be
classified into class II because the Panel
believes that the device must be
accurate to asssure proper gas delivery
pressures. The Panel believes that
general controls will not provide
sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of he safetyand
effectiveness of the device and that
there is sufficient information to
establish a standard to provide such
assurance. The Panel noted that
standards for this devicehave been
developed by committees of the
Compressed Gas Association and the
British Standards Institution.

4. Summary of data on which the'
recommendation is based: The Panel
based it recommendation on the Panel
members' personal knowledge of, and
clinical experience with, gas pressure
gauges. There has been-extensive
clinical experience and widespread use
of these devices for many years.

5. Risks to health: Inappropriate
therapy- An inaccurate pressure guage
may lead to improper functioning of
respiratory equipment and resulting
inappropriate therapy.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
gas pressure gauges be classified into
class I (performance standards). The
agency believes that a performance

standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard will provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055,90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority.
delegated to him (21 CPR 5.1), the
Commissioner of Food and Drugs
proposes to amiend Part 868 in Subpart C
by adding new § 888.2610, to read as
follows:

§868.2610 Gaspressure gauge.
(a) Identification. A gas pressure

gauge (e.g., Bourdon tube pressure
gauge) is a device used to measure gas
pressure in agas delivery system.

(b) Classification. Class II
(performance standards).

Interested persons may. on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration. Rm. 4-65, 5600 Fishers
Lane, Rockville, MID 20857, written
comments regarding this proposal. Four
copies of all comments shall be
submittedexcept that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this document.
Received commentsmay be seen in the
above office between the hours of 9 a.m.
and 4 p.m., Monday through Friday.

Dateh September 20.1979.
lliam F. Randolph,

ActingAssociate Commissionerfor
Regulatory Affairs.
[FR Do=. 79-333,M Filed 11-i-R &45 aml
BILLING C00 4110-03-M

21 CFR Part 868

[Docket No. 78N-1705]

Medical Devices; Classification of Gas
Pressure Calibrators
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA] is issuing for
public comment a proposed regulation
classifying gas pressure calibrators into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
ClassificationPanel that the device'be
classified into class IL The effect of

classifying a device into class 31 is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES. Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
AODRESS: Written comments to the
office of the Hearing Clerk (HFA-305).
Food and Drug Administration. Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (ICFK-430), Food and Drug
Administration. Department ofHealth.
Education. and Welfare. 8757 Georgia
Ave., Silver Spring. MD 20910,301-427-
722.
SUPPLEMENTARY INFORMATION

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of gas pressure
calibrators.

1. Identification: A gas pressure
calibrator is a device used to calibrate
pressure-measuring instruments by
generating a known gas pressure.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that the gas pressure
calibrators be classified into class II to
.assure that the gas pressure generated
by this device is accurate so that the
device can be used to calibrate correctly
instruments used in the care and
treatment of patients. The Panel
believes that general controls will not
provide sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard to provide such
assurance. The Panel noted that
standards are being developed by the
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Compressed Gas Association (CGA)
and the'American National Standards
Institute (ANSI).

4. Summary of data .on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, gas pressure
calibrators.

5. Risks to health: Inappropriate
therapy: Inaccurate calibration of gas
pressure gauges may lead to improper
operatibn of various medical. devices
used in the support and care of the
patient, and the patient may receive
incorrect therapy.

Proposed Classification

FDA agrees with the PaAel
recommendation-and is proposing that
gas pressure calibrators be classified
into class II (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to contro l the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that ther is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug,. and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U,S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart C
by adding new § 868.2620, to read as
follows:

§ 868.2620 Gas pressure calibrator.
(a) Identification. A gas pressure

calibrator is i device used to calibrate
pressure-measuring instruments by
generating a known gas pressure.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-.65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this document.
Received comments may be seen in the
above office between the hours of 9 a.m.
and 4 p.m., Monday through Friday. '

Dated: September 20,1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
FR Do. 79-33389 Filed 11-1-79;4 845 am]
EIWNG CODE 4110-0"-.

21 CFR Part 868

[Docket No. 78N-1706]

MedicarDevices; Classification of
Pressure Regulators
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug.
Administration (FDA) is issuing for
public comment a pr6posed regulation
classifying pressure regulators into class
II (performance standards). FDA is also
publishing the recommendations of the
Anesthesiology Device Classification
Panel and the General Hospital and
Personal Use Device Classification
Panel that the device be classified into
class IL The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the-device. These actions, are being
taken under the Medical Device
Amendments of 1978.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federa Register.
ADDRESS: Written comments to the
office of the I-earing Clerk (HFA-305),
Food and Drug Administration, Ran. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (IIFK-430), Food-and Drug
Administration: Department of Health,
Education, ,and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information- concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel and the General
Hospital and Personal Use Device
Classification Panel, FDA advisory
committees, made the following
recommendation regarding'the

-classification of pressure regulators:

1. Identification: A pressure regulator
is a device, often called a pressure-
reducing valve, that is used to convert a
gas pressure from a high variable
pressure to a lower, more constant
working pressure. This device Includes
mechanical oxygen regulators.

2. Recommended classification: Class
II (performance standards). Both the

'Anesthesiology Device Classification
Panel and the General Hospital and
Personal Use Device Classification
Panel recommend that this device be
classified into class II. The
Anesthesiology Device'Classification
Panel recommends that establishing a
performance standard for this device be
a low priority. The General Hospital and
Personal Use Device Classification
Panel recommends that establishing a
performance standard be a medium
priority.

3. Summary of reasons for
recommendation: The Panels
recommend that pressure regulators be
classified into class 11 because the
Panels believe the design and materials
of the device must be controlled to
assure that the device delivers a reliable
constant pressure, to assure that the
diaphragm has adequatestrength to
prevent rupture, to assure that the
device uses standard fittings, and to
assure that the device can be cleaned
and sterilized to prevent infection. The
Panel believes that general controls will
not provide sufficient control over these
characteristics, Although this device Is
life supporting, the Panel believes that
premarket approval is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information
available to establish a performance
standard that will provide such
assurance.
. 4. Summary of data on which the
recommendation is based: Both Panels
based their recommendation on their
Panel members"personal knowledge of,
and clinical experience with, the device,
and widespread use of the device during
the past 30 years. The Anesthesiology
Device Classification Panel also noted
that portions of standards for anesthesia
and respiratory equipment developed by,
the National Fire Protection Association,
the Compressed Gas Association, the
Interstate Commerce Commission
(Department of Transportation), and the
Underwriters Laboratories apply to gas
pressure regulators.

5. Risks to health: The Anesthesiology
Device Classification Panel identified
the following risks to health: (a)
Overpressurization: Rupture' of the
regulator diaphragm could allow high
gas pressure to be introduced into the
patient's airway, possibly resulting In
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rupture of a lung. (b) Inappropriate
therapy If the pressure regulator does
not supply gas at the correct pressure to
the devices supporting the patient, the
patient may receive incorrect therapy.
(c) Leaks: If the pressure regulator does
not have standard fittings, leaks may
develop, resuting in an inadequate
delivery of gases. (d) Infection: If the
regulator is not adequately cleaned or
sterilized, contamination of equipment
and cross-infection between patients
may occur.

The General Hospital and Personal
Use Device Classification Panel
identified the following risks to health
for-ifechanical oxygen regulators: (a)
Hypoxia/hyperoxia: If the regulator
does not provide accurate gas pressure
or flow the patient may receive too little
or too much oxygen. (b) Contamination:
If the device is not supplied with proper
cleaning instructions, contaminants may
be added to the gas stream going to the
patient. (c) Leaks: The regulator fittings
should be compatible with appropriate
gas sources to prevent leaks.

Proposed Classification

FDA agrees with the Anesthesilology
Device Classification Panel and the
General Hospital and Personal Use
Device Classification Panel
recommendation and is proposing that
pressure regulators be classified into
class II (performance standards].
Although this device is often used in a
life support system, the agency believes
that the device itself is not directly life
supporting. Therefore, the agency
believes that premarket approval is
unnecessay to provide reasonable
assurance of the safety and
effectiveness of the device because
there is sufficient information available
to establish a performance standard that
will provide such assurance. The agency
believes that a performance standard is
necessary for this device because
general controls alone are insufficient to
control the risks to health presented by
the device.

Therefore, under the Federal Food
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a)) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart C
by adding new § 868.2700, to read as
follows:

§868.2700 Pressure regulator.

(a) Identification. A pressure regulator
is a device, often called a pressure-
reducing valve, that is used to convert a
gas pressure from a high variable
pressure to a lower, more constant

working pressure. This device includes
mechanical oxygen regulators.

(b) Classification. Class 11
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65. 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this document.
Received comments may be seen in the
above office between the hours of 9 a.m.
and 4 p.m., Monday through Friday.

Dated: September 20,1979.
William F. Randolph,
Acting Associate Commissioner for
Regulator, Affairs.
JFR Doc. 79.m-339 File~d 11-1&43 am

SILUNG CODE 411-3-M

21 CFR Part 868
[Docket No. 78N-1707]

Medical Devices; Classification of
Electrical Peripheral Nerve Stimulators
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying electrical peripheral nerve
stimulators into class II (performance
standards). FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class II. The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 day§ after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk ([HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,

Education. and Welfare, 8757 Georgia
Ave., Silver Spring, M 20910 301--427-
7226.
SUPPLEMENTARY INFORMATIOC

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of electrical peripheral
nerve stimulators:

1. Identification: An electrical
peripheral nerve stimulator
(neuromuscular blockade monitor) is a
device used to apply an electrical
current to a patient to test the level of
pharmacological effect of anesthetic
drugs and gases.

2. Recommended classification: Class
R (performance standards]. The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that electrical peripheral
nerve stimulators be classified into class
II because the Panel believes that the
electrical current may cause burns or
electrical shock to the body ifthe output
parameters are not controlled. The Panel
believes that the device is safe when
used with well-established output
parameters. The Panel believes that
general controls will not provide
sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard to provide such
assurance.

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of. and
clinical experience with, electrical
peripheral nerve stimulators used in
anesthesia.

5. Risks to health: (a) Electrical shoc&-
If the device is not designed properly,
the patient or operator may receive an
electrical shock. (b) Local burns:
Improper electrode surface area or
excessive current density can cause
bums to the patient's body. (c)
Excessive muscle contractions: Improper
output parameters can cause excessive
muscle contractions in the patient

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
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electrical peripheral nerve stimulators
be classified into class II (performance
standards). The agency believes that a
performance standard is necessary for
this device because general controls
alone are insufficient'to control the risks
to health presented by the device. A
performance standard Would provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart C
by adding new § 868.2775, to read as
follows:

§ 868.2775 Electrical peripheral nerve
stimulator.

(a) Identification. An electrical
peripheral nerve stimulator
(neuromuscular blockade monitor) is a
device used to apply an electrical
current to a patient to test the level of
pharmacological effect of anesthetic
drugs and gases.

(b) Classifi'cation. Class II
(performance standards).

Interested persons may, on or before .
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing -
Clerk docket number found in brackets
in the heading of this document.
Received comments may beseen in the
above office between the hours of 9 a.m.
and 4 p.m., Monday through Friday.

Dated, September 21.1979.
William F. Randolph, -
Acting Associate Commissionerfor
Regulatory Affairs.
[FR Doc. 79-33391 Filed 11-1-7 0.45 ami '
BILUNG CODE 4110-03-

21 CFR Part 868

[Docket No. 78N-1708]

Medical Devices; Classification of
Differential Pressure Transducers
AGENCY: Food and Drug Admninistration.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuingfor
public comment a proposed regulation

classifying differential pressure
transducers into class II (performance
standards). FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class II. The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
Office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT .
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:.

Panel Recommendation
A proposal elsewhere in this issue of

the FederaRegister provides
background information concerning the
development of the proposed regulation.
The Anesthesiology DeVice
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of differential pressure
transducers:

1. Identification: A differential
pressure transducer is a two-chambered
device often-used during-pulmonary
function testing. It generates an
electrical signal for subsequent display
or proldessing that is proportional to the
difference in gas pressures in the two
chambers.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that differential pressure
transducers be classified into class II
because the Panel believes that the
device should produce a signal that
accurately reflects the pressure
differential between the two chambers.
The Panel believes that general controls
will not provide sufficient control over

this characteristic. The Panel believes
that a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard to provide such
assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.
These devices have been widely used
for many years.

5. Risks to health: Inappropriate
therapy: If the device does not
accurately measure the difference in
pressures, a patient's condition may be
incorrectly diagnosed, leading to
inappropriate therapy.
Proposed Classification

FDA agrees with the PAnel
recommendation and is proposing that
differential pressure transducers be
classified into class II (performance
standards). The agency believes that a
performance standard is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented by the device, A
performance standard would provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-540 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart C
by adding new § 868.2875, to read as
follows:

§ 868.2875 Differential pressure
transducer.

(a) Identification. A differential
pressure transducer is a two-chambered
device often used during pulmonary
function testing. It generates an
electrical signal for subsequent display
or processing that is proportional to the
difference in gas pressures in the two
chambers.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980; submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, Nvid 20857, written-
comments regarding this proposal, Four
copies of all comments shall be
submitted, except that individuals may
submit tingle copies of comments, and
shall be identified with the Hearing
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Clerk docket number found in brackets
in the heading of this document.
Received comments may be seen in the
above office between the hours of 9 a.m.
and 4 p.m., Monday through Friday.

Dated: September 21,1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Doe. 79-33392 Filed 11-1-79; 8:45 aml

BILING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1709]

Medical Devices; Classification of Gas
Flow Transducers

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comnient a proposed regulation
classifying gas flow transducers into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class Il. The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.

FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following

recommendation regarding the
classification of gas flow transducers:

1. Identification A gas flow
transducers is a device used to convert
gas flow rate into an electrical signal for
subsequent display or processing.

2. Recommended classification: Class
] (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendatiom The Panel
recommends that gas flow transducers
be classified into class 11 because the
Panel believes that the device must
generate electrical signals that
accurately reflect the gas flow being
detected. The Panel believes that
general controls will not provide
sufficient control over this
characteristic. The Panel believes that a
standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard to provide such
assurance. The Panel noted the
development of standards for this
device by committees of the American
National Standards Institute and the
Nqtional Fire Protection Association.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: Inappropriate
therapy- If the device does not
accurately show gas flow rate for
display and evaluation by the physician,
the patient may receive incorrect
treatment.
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
gas flow transducers be classified into
class II (performance standards). The
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart C
by adding new § 888.2885, to read as
follows:

§ 868.2885 Gas flow transducer.
(a) Identification. A gas flow

transducer is a device used to convert
gas flow rate into an electrical signal for
subsequent display or processing.

(b) Classification. Class IU
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration. Rm. 4-65,5600 Fishers
Lane, Rockville. MD 20857, written
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this document
Received comments may be seen in the
above office between the hours of 9 a.m.
and 4 p.m., Monday through Friday.

Dated: September 21.1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs.
IFR D13= 79-33=5 Filed 11-1-71 8:43 am)l
BILLUNG CODE 4110-03-U

21 CFR Part 868

[Docket No. 78N-1710]

Medical Devices; Classification of Gas
Pressure Transducers

AGENCY. Food and Drug Administration.
ACTION. Proposed rule.

SUMMAnr. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying gas pressure transducers into
class I (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class 11.The effect of
classifying a device into class HI is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS. Written comments to the
office of the Hearing Clerk (HFA-305],
Food and Drug Administration, Rm. 4-
65,5600 Fishers Lane, Rockville. MD
20857.
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FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food andDrug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

th& Federal Register provides
background information concerning .the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of gas pressure
transducers:

1. Identification: A gas pressure
transducer is a device used to convert
gas pressure into an electrical signal for
subsequent display or processing.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that gas pressure
transducers be classified into class II
because the Panel believes that the
device must generate electrical signals
that accurately describe the gas '
pressure being detected. The Panel
believes that general controls will not
provide sufficient control over this
characteristic. The Panel believes that-a
standard will provide reasonable
assurance of the safetriaxid
effectiveness of the device and that
there is sufficient information to
establish a standard to provide such
assurance.

4. Summary of data on which th
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: Inappropriate
therapy: If the device does not
accurately show pressure signals for -
display and evaluation by the user, the
patient may receive incorrect treatment
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
gas pressure transducers be classified
into class 1H (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance-
standard would provide reasonable
assurance of the safety and

effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug; and Cosmetic Act (sebs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1], the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart C
by adding new § 868.2900, to read as
follows:

§ 868.2900 Gas pressure transducer.
(a) Identification. A gas pressure

transducer is a device used to convert
gas pressure into an electrical signal for
subsequent display or processing.
(b) Classification. Class I1

(performance standards).
Interested persons may, on or before

January 2,1680 submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65,5600 Fishers
Lane, Rockvflle, MD 20857, written
comments regarding this proposal Four
copies'of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this document.
Received comments may be seen in the
above office between the hours of'9 a.m.
and 4 p.m., Monday through Friday.

Dated: September 21,1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs.
[FR Doc. 79-33394uilcd U-1-79. 8:45 am)

BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1714]

Medical Devices; Classification of
Emergency Airway Needles

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug "

Administration (FDA) is issuing for
public comment a proposed regulation
classifying-emergency airway needles
into class RI (performance standards).
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the'
device be classified into class II. The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure -the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of emergency airway
needles:

1. Identification: An emergency
airway needle is a device used to
puncture the cricothyroid membrane to
provide an emergency airway during
upper airway obstruction.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that emergency airway
needles be classified into class II
(performance standards) because the
Panel believes that the design of the
device should be controlled to minimize
the risk of hemorrhage when the device
is inserted. The Panel believes that
general controls will not provide
sufficient control over these
characteristics. Although this device Is
life supporting, the Panel believes that
premarket approval is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information
available to establish a performance
standard that will provide such
assurance.

4. Summary of data on which the
recommendation is based: The Panel
based itsxecommendation on the Panel
members' personal knowledge of, and
clinical experience with, emergency
airway needles..
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actions are being taken under the
Medical Device Amendments of 1970.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK--430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMEtTARY INFORMATION:

Panel Recomnmendation
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5. Risks to health: Hemorrhage
(bleeding): If the-device is of an
inappropriate size, shape, or length,
hemorrhaging may occur when it is
inserted through the cricothyroid
membrane.

Proposed Classification

FDA agrees with the-Panel
recommendation and is proposing that
the-emergency airway needles be
classified into class I. Although the
device is life supporting, the agency
believes that premarket approval is
unnecessary because this is-a simple
device with which there has been
significant experience and because no
reported problems attributed to the
device would be diminished by
subjecting-the device to premarket
approval. The agency believes thai there
is sufficient information to establish a
standard to provide reasonable
assurance of thL-safety and
effectiveness-of the device. The agency
b'elieves thatgeneral controls alone are
insufficient to control the risks to health
presented bythe device.

Therefore, underthe-Federal Food.
Druq, and Cosmetic Act.(secs. 513,
701(a), 52 Stat. 1055, 90 StaL 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 869.5090, to read as
follows:

§ 868.5090 Emergencyairway needle.
(a) Identification. An emergency

airway needle is a device used to
puncture the cricothyroid membrane to.
provide an emergency airway during
upper airway obstruction.

(b) C/assificationr Class 11
(performance standards).

Interested persons may, on or before
January 2 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration; Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, 'written
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in-he heading of this document.
Receivedcomments may be seen in the
above officembetween the hours of 9 a.m.
and 4 p.m., Monday through Friday.

Datedi September 21.1979.
William F. Randolph,
ActingAssociate Commissioner for
RegulatoryAffairs.
[FR DocO75-333FOed 11--M&45 

a mI
BILLIMI C00-411-03-M'

21 CFR Part 868

[Docket No. 78N-1715]

Medical Devices; Classification of
Nasopharyngeal Airways

AGENCY:Food and Drug Administration.
ACrION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying nasopharyngeal airways into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDAwill issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES- Comments by January 2 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.-

ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305].
Food and Drug Administration. Rn. 4-
65, 5600 Fishers Lane, Rockville, M1D
20857.
FOR-FUMHER FORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFI-430), Food and Drug
Administration. Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATtON:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Registerprovides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of nasopharyngeal
airways:

1. Identification: A nasopharyngeal
airway is a device used to facilitate
breathing by means of a tube inserted
into the patient's pharynx through the
nose to provide a patent airway.

2 Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that the nasopharyngeal
airway be classified into class I
(performance standards) because the
Panel believes that the design of, and
the materials used in. the de-ice should
be controlled to assure that the device
does not promote infection or obstruct
or damage the patient's airway. The
Panel believes that general controls will
not provide sufficient control over these
characteristics. Although this deviced is
life supportin& the Panel believes that
premarket approval is not necessary to
provide reasonable assurance of the -
safety and effectiveness of the device
because there is sufficient information
available to establish aperformance
standard that will provide such
assurance.

4. Summary of dataon which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of. and
clinical experience with,
nasopharyngeal airways.

5. Risks to health: (a) Epistaxis
(nosebleed), obstruction, and tissue
damage: If the airway is not shaped
properly or is too large or too rigid, it
may obstruct the air passage, damage
the tissue within the nose, or cause
epistaxis.

(b) Infection: If the device is not
sterile, infection may result.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
the nasopharyngeal airways be
classified into class 11 (performance
standards). Although the decice is life
supporting, the agency believes that
class III (premarket approval) is
unnecessary for this device because
there is sufficient information to
establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device,
nasopharyngeal airway, using the
principles applicable to the standards
for the oropharyngeal airway and the
tracheal tube, which are similar to the
nasopharyngeal airway and which are
the subjects ofproposed classification
regulations published elsewhere in this
issue of the Federal Register. The
agency also believes that general
controls alone are insufficient to control
the risks to health presented by the
device.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs 513,
701(a), 52 Stat. 1055, 9&StaL 54G-546 (21
U.S.C. 360c, 371(a)]) and underauthority
delegated to him (21.- CFR 5.1), the"
Commissioner of Food and Drugs --
proposes to amend Part 868 in Subpart F
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by adding new § 868.5100, to read as
follows:

§ 868.5100 Nasopharyngeal airway.
(a) Identification. A nasopharyngeal

airway is a device used to facilitate
breathing by means of a tube inserted
into the patient's pharynx through the
nose to provide a patent airway.,

Nb) Classification. Class I
(performance standards).

Interested persons may, on or before
'January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be

'submitted, except that individuals-may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this dobument. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 21,1979.
William F. Randolph,
Acting Associate Commissioner for
Regulatory Affairs.
(FR Doc. 79-3339B Filed 11-1-7M. &45 aml
BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-17161

Medical Devices; Classification of
Oropharyngeal Airways
AGENCY:.Food and Drug Administration,
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) i issuing for
public comment a proposed regulation
classifying oropharyngeal airways into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology, Device
Classification Panel that the device be,
classified into class II. The effect of
classifying a device into class II is to
provide for future development of one or
more performance standards to assure
the safety and effectiveness of the
device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the ,
Medical Device Amendments of 1976. -

-DATES: Comments by January 2, 1980.
FDA prdposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),

Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug

.Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

* Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of oropharyngeal airways:

1. Identification: An oropharyngeal
airway is a device inserted into'the '-
pharynx through the mouth to provide a
patent airway.

2. Recommended classification: Class
-I1 (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that oropharyngeal
airways be classified into class II
(performance standards) becaus6 the
Panel believes-that the design of, and
the materials used in, the device must be
controlled to assure that the device has
a proper anatomical shape and
sufficient strength and hardness to
prevent damage to soft tissue and teeth,
and breakage of the device. The Panel
believes that general controls alone will
not provide sufficient control over these
characteristics. Although this device is
life supporting, the Panel-believes that
premarket approval is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information
available to establish a performance
standard that will provide such
assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device. The
Panel members noted the widespread
use of these devices during the past 25 -
years by both professional and lay
personnel. The use of oropharyngeal
airways in emergency resuscitation has
been taught to lay personnel through the
American Red Cross, the Boy Scouts of

'America, and various volunteer rescue
groups. The American National

Standards Institute's Z-79 Committee
has written a standard (Z-79.3)
addressing the physical characteristics,
of oropharyngeal airways. (Ref. 1)

5. Risks to health: (a) Soft tissue
trauma: Damage to the tissues of the
mouth may result from improper
insertion or improper anatomical shape
of the device. (b) Trauma to teeth: If the
airway device is too hard, it may
damage the teeth.

(c) Inadequate ventilation: If the
airway device is composed of a material
that is too soft, it could be blocked or
broken by the patient's teeth, rendering
the device ineffective,

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
the orotharyngeal airways be clasuJlfied
into class 11. Although the device is life
supporting, the agency believes that
premarket approval is unnecessary
because there is sufficient information
to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the d6Ice, The agency
also believes that general controls adone
are insufficient to control the risks to
health presented by the device.

References
The following information has been

placed in the office of the Hearing Clerk
(address above) and may be seen by
interested persons, from 9 a.m. to 4 p.m.,
Monday through Friday.

1. American National Standards
Institute, American National Standard
for Oropharyngeal Airways, Z.-79.3,
1974.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-540 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 890 in Subpart F
by adding new § 868.5110, to read as
follows:

§ 868.5110 Oropharyngeal airway.
(a) Identification. An oropharyngqal

airway is a device inserted into the
pharynx through the mouth to provide a
patent airway.

(b) Classification. Class II
(i erformance standards).

Interested persons may, on or before
January 2, 1980 submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket

I 

I

63152



Federal Register / Vol. 44, No. 214 / Friday, November Z 1979 / Proposed Rules

number found in brackets in the heading
of this document Received comments
may be seen ir the above office between
9 a.m. and 4 pan., Monday through
Friday.

Dated. September 21,1979.
WflLam F. Randolph,
ActingAssodae Commissionerfor
Regqlota yAffairs.
[FR D 79-33W FedHu-1-9: &45 am)
BEL.NG CODE 41 G-03-M

21 CFR Part 868
[Docket No. 78H-1717]

Medical Devices; Classification of
Anesthesia Conduction Catheters-
AGENCY: Food'and Drug Administration.
ACTION: Proposed rile.

suMARY: The Food and Drug
Administration (FDA~is issuing for
public comment a proposedregulation
classifying anesthesia conduction
catheters into class 1l (performance
standards). FDAis also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class II. The
effect of classifying a device into class IF
is to provide fbr the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After consideringpublic
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the-
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after-the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm 4--
65, 560Q Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACTI
James R. Veale, Bureau of Medical
Devices (HFK-430, Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgja
Ave.- Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:_

Panel Recommendation
-A proposal elsewhere in this issue of

the Federal Register-provides
background information concerning the.
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDAc advisory
committee, made the following
recommendation regarding the

classification of anesthesia conduction
catheters:

1. Identification: An anesthesia
conduction catheter is a flexible tubular
device used to inject local anesthetics to-
provide continuous regional anesthesia.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that anesthesia conduction
catheters be classified into class R
(performance standards) because the
Panel believes that the design of, and
the materials used in, the device must be
controlled to assure adequate
mechanical strength to prevent breakage
of the catheter when it is removed from
the patient. The Panel believes that
general controls will not provide
sufficient control over this
characteristic. The Panel believes that a
standard wilLprovide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based; The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with. this device.
Anesthesia conduction catheters have
been widely used for over 33 years.

5. Risks to health- (a) Thromboembolic
complications: If the catheter is not
strong enough, it may break during
extraction from the patient and cause
complications such as embolism or
thrombus (blood clot) formation. (bi
Adverse tissue reaction: If the materials
in the catheter are not biocompatible,
adverse tissue reaction may occur due
to leaching of chemicals from the device.
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
anesthesia conduction catheters be
classified into class LI (performance
standards). The agency believes that a
performance standard is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented by the device. A
performance standard will provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 3606, 371(a))) and under authority
delegated to him (21 CER 5.1). the

Commissioner of Food and Drugs
proposes to amend Part 88 in Subpart F
by adding new § 868.5120, to read as
follows:

§ 868.5120 Anesthesia conduction
catheter.

(a] Idenfllcofon. An anesthesia
conduction catheter is a flexible tubular
device used to inject local anesthetics to
provide continuous regional anesthesia.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to theHearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65,5600 Fishers
Lane, Rockville; MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments, are to be
identified with the Ifeariing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated; September 21.1979.
William F. Randolph,
Acling Assoclate Commissionerfor
Resular;Affars.
[FR De7r9- Filed 12-1-79: a45 =m1

BILLING COOE 41104-"

21 CFR Part 868

[Docket No. 78U-17181

Medical Devices; Classification of
Anesthesia Conduction Filters

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is. issuing for
public comment a proposed regulation
classifying anesthesia conduction filters
into class II (performancestandards).
FDA is also-publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class EL The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments. FDA will issue a final
regulation classifying the device. These
actions are being taken under th4
Medical Device Amendments of 1976.
DATES: Comments by January 2.1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of itpub!iration
in The Eederaltegister.
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ADDRESS: Written Comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rin. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8797 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of anesthesia conduction
filters:

1. Identification: An anesthesia
conduction filter is a microporous filter
used while administering injections of
local anesthetics to minimize particulate
(foreign material) contamination of the
injected fluid.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends 'that anesthesia conduction
filters be classified into class II
(performance standards) because the
Panel believes that the design of, and
the materials used in, the device must be
controlled to assure both that the filter
mesh size adequately prevents foreign
bodies from.entering a iatient, and that
the materials used in the filter are
biocompaible. The Panel believes that
general controls will not provide
sufficient control over these ,
characteristics. The Panel believes that-
a standard will provide reasonable-
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its-re6ommendation on the Panel
members' personal knowledge of, and
clinical experience with, anesthesia
conduction filters.

5. Risks to health: (a) Foreign body
reaction: An excessively large mesh size
may all'ow larger particulate matter to .
enter ihe patient and cause foreign body
reactions. (b)Advdrse tissue reaction: If.
the filter material is-not bioconipatible,

or if toxic substances leach from the,
filter, an adverse tissue reaction may
occur in the patient.
Proposed. Classification

FDA agrees with the Panel
•recommendation and is proposing that

anesthesia'conduction filters be
classified into class II (performance
standards). The agency believes that a
performance 6tandard is necessary for
this device because general controls

.alone are insufficient to control the risks
to health presented by the device. A
performance standard wbuld provide--
reasonable assurance of the safety'and
effectiveness of'the device. The agency
also believes that there is sufficient
information to establish a standard for
the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513, '
701(a), 52 Stit. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5J30, to read as
follows:,

§ 868.5130 Anesthesia conduction filter.
(a) Identification. An'anesthesia

conduction filter is a microporous filter
used while administering injections of
local anesthetics to minimize particulate
(foreign material) contamination of the
injected fluid.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers

'Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in bra-ckets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 21,1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR oc. 79 -33399 Filed 11-1-79; &,45 ami

BILLING CODE 4110-03-M

21 CFR Part 868-

[Docket No. 78N-1719]

- Medical Devices; Classification of
Anesthesia Conduction Kits
AGENCY: Food. and Drug Administration.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA)-is issuing for
public comment a proposed regulation
classifying anesthesia conduction kits
into class II (performance standards),
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class II. The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device, After considering public
comments, FDA will issue a final
regulation classifying the device, These
actions are being taken under thd
Medical Device Amendments of 1970.
DATES: Comments by January 2, 1980,
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk'(HFA-305),
Food and Drug Administration, Rm, 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT*
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology bevice
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of anesthesia conduction
kits:

1. Identification: An anesthesia
conduction kit is a device used to
administer conduction anesthesia, The
device may contain syringes, needles,
and drugs.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a ,
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that anesthesia conduction
kits be classified into clags II
(performance standards) because the
Panel believes that the design of, and
the materials used.in, thd device must bo
.controlled to assure that the strength of
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the needles or catheters is adequate to
prevent breakage and to assure that the
components and anesthetic agents can
be adequately cleaned and sterilized to
prevent sepsis (infection), particulate
contamination of the spinal fluid, and
chemical contamination. The Panel
believes that general controls would not
provide sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard. The Panel noted
that a committee of the Association for
the Advancement of Medical
Instrumentation (AAMI) is developing
needle standards.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: (a) Trauma: If the
needles or catheters break during the
procedure, trauma to the patient may
result. (b) Sepsis (infection) and
particulate contamination: If the device
is not clean and sterile, sepsis or
particulate contamination of the spinal
fluid may result. (c) Adverse tissue
reaction: Chemical contamination of the
local anesthetic agent may cause
adverse tissue reactions in the patient.
Proposed Classification

FDA agrees with the Panel
recommendation and fs proposing that
anesthesia conduction kits be classified
into class II (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 54G-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5140, to read as
follows:

§ 868.5140 Anesthesia conduction kiL
'(a] Identification. An anethesia

conduction kit is a device used to
administer conduction anesthesia. The
device may contain syringes, needles,
and drugs.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to tho Hearing
Clerk (HFA-305). Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday,

Dated. September 21,1979.
William F. Randolph,
ActingAssociate Commissioner for
RegulatoryAffairs.
[M 13= 79-334o Filed 11-1-79: &45 iml
BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1720]

Medical Devices; Classification of
Anesthesia Conduction Needles
AGENCY. Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying anesthesia conduction
needles into class II (performance
standards). FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class I. The
effect of classifying a device into class 11
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation

'based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James P. Veale, Bureau of Medical
Devices (HFK--430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia

Ave., Silver Spring, MD 20910,301-427-
7228.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of anesthesia conduction
needles:

1. Identification: An anesthesia
conduction needle is a device used to
inject local anesthetics into a patient to
provide regional anesthesia.

2. Recommended classification: Class
Il (performance standards]. The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that the anesthesia
conduction needles be classified into
class H (performance standards]
because the Panel believes that the
design of, and the materials used in, the
device must be controlled to assure that
the device is strong enough to prevent
breakage, that the needle and needle tip
are properly shaped to prevent damage
to blood vessels, and that the hub is
designed to prevent leakage when
changing needles on a syringe. The
Panel believes that general controls will
not provide sufficient control over these
characteristics; The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, anesthesia
conduction needles.

5. Risks to health. (a) Blood vessel
damage or thrombus (blood clot):
Improper needle or needle-tip shape or
strength may cause thrombus formation
or vessel damage. (b) Leakage: Leakage
of anesthetics may occur when changing
needles on a syringe if the hub is not
properly designed. (c) Breakage: If the
needle breaks while in the patient,
complications may ensue.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
anesthesia conduction needles be
classified into class H (performance
standards). The agency-believes that a
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performance standard is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented by this device. A
performance standard would provide
reasonable assurance of the safety and'
effectiveness of the device. The agency
also believes that there is sufficient
information to establish .a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21.
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner ofFood andDrugs
proposes to amend Part 868 in:Subpart.F
by adding mew § 868.5150,'to read as
follows:
§868.5150 Anesthesia.conductlon needle.

(a) Identification. An anesthesia
conduction needle is a-device used to
inject local anesthetics into a patient to
provide regional anesthesia.

(b) Classification. Class II
(performance standards)..

Interested personsmay, on or before.
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, 'Rm. 4-65,5600 Fishers
Lane, Rockville, MD 20857.. u-itten
comments regarding this proposal. ,Four
copies of any comments are to be , '
submitted, except that individualsimay
submit one ropy. Comments are to be
identified with the Hearing.Clerk.docket
number found in brackets in -the heading
of this document. Received-comments-
may be seen inthe above office between
9 a.m. and 4 p.m., MvondayThrough
Friday.

Dated: September20, 1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Doe. 70-33401 Fled 1-1-79;.B45amJ
BILLING CODE 4110-03-M

21 CFR Part 868
[Docket No. 78N-1721)

Medical Devices; Classification of
'Anesthesia Gas Machines

AGENCY: Food and Drug Administration.
ACTION: Proposed rule. -

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a prol bsed iregulation,,
classifying anesthesia gas machines into
class II (performance standards). FDA is -
also publishing the recommendation-of
the Anesthesiology Device
Classification Panel and the Dental
Device Classification Panel that-the

device be classified into class-I. The
effect of classifyingA device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public,.
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.:
DATES: Comments by January 2,1980.
FDA proposes that the final regulation-
based on this "proposal become-effective
30 days after-thedate of its publication
in .the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and.Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, AM
20857. 1,
FOR FURTHER INFORMATION 'CONTACT
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

.Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the propbsed 'regulation.
The-Anesthesiology Device
Classification-Panel and the Dental
Device Classification Panel, an FDA
advisory committees, made the "
following recommendation regarding the
classification of anesthesia gas
machines:

1. Identification: An anesthesia gas
machine is-a device used to administer,
continuously or intermittently, a general
inhalation anesthetic or analgesic agent
to a patient and to maintain a patient's
ventilation. The device may-include a
gas flowmeter, vaporizer, ventilator,
breathing circuit with bag, and
emergency-gas supply,

2. Recommended classification: Class
II (performance standards). Both'the
Anesthesiology.Device Classification
Panel and-Dental Device Classification
Panel recommend that this device be
classifiedinto class II (performance
standards). The Anesthesiology Device
Classification Panel recommends that

'.establishing a performance standard be'
a high priority. The Dental Device
'Classification Panel ecommeids that
establislhing a performance standar d for
this device be a low priority.

3. Summary of reasons for,
recommendation: The Anesthesiology
Device Classification Panel and the
DentalDevice Classification Panel

recommend that the anesthesia gas
machinebe classified into class I
(performance standards) because the
Panels believe that the design of the
device must be controlled to assure that
the patient is properly anesthetized and
ventilated. The Panel believes that
general controls will not provide
sufficient .control ,over these
characteristics. Although this device is
life supporting, the Panel believes that
premarket approval is not necessary, to
providexeasonable assurance of the
safety and effectiveness of the device
because there is sufficient information
available to establish a performance
standard that will provide such
assurance.

4. Summaiy of data on which
recommendation is based: The
Anesthesiblogy Device Classification
Panel based its recommendation on the
Panel members' personal knowledge of,
and clinical experience with, this device,
The AnesthesiologyPanel also noted the
widespread'use of this device during the
past 50 years and the development of a
standard for continuous flow anesthesia
machines by the Z-79 Corhmittee of the'
American National Standards Institute
(Ref. 1). The Dental Device
Classification Panel based its
recommendation on the Panel members'
personal knowledge of, and clinical
experience with, the device and the
potential hazards to the patient
associated with the use of the device.

5. Risks to health: The Anesthesiology
Device Classification Panel noted the
following risks to health: (a]
Inappropriate therapy: Incorrect
calibration of the device may lead to
delivery of an incorrect gas mixture to
the patient. (b) Inappropriate dosage:
Poor design or malfunction could result
in leaks in the system that cause the
patient to receive less than the
appropriate gas volume. (c) Injury: Fire
and explosion from flammable or
explosive anesthetic agents may result
in severe injury to the patient. (d)
Inadequate ventilation: Mechanical
failure causing obstruction of the air
pathway may result in the patient
receiving inadequate ventilation. (e),
Overdistension of lung tissue:
Mechanicar failure resulting in
overpressurization of the patient's
pulmonary system may lead to
overdistension of lung tissue
(pneumothorax). The Dental Device
Classification Panel identified the
following additional risk to health: (f)
Brain damage, cardiac arrest, or death:,
Mechanical failure of the device's valves
and flowmeters may cause brain
damage, cardiac arrest, or death.
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Proposed Classification
FDA agrees with the Panel and is

proposing that anesthesia gas machines
be classified into class 'll (performance
standards). Although the device is life
supporting, the agdncy believes that
premarket approval is unnecessary
because there is sufficient information
to establish a standard to provide
reasonable assurance of the safety and
effectiveuness of the device. The agency
believes that general controls alone are
insuffici6nt to control the risks to health
presented by the device.

References

The following information has been
placed in the office of the Hearing Clerk
(address above) and may be seen by
interested persons, from 9 a.m. to 4 p.m.,
Monday through Friday.

1. "Proposed Minimum Performance
and Safety Requirements for
Components and Systems of Continuous
Flow Anesthesia Machines," American
National Standards Institute, Z-79.8,
draft, 1976.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat.1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a)]] and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5160 to read as
follows:

§ 868.5160 Anesthesia gas machine.

(a) Identification. An anesthesia gas
machine is a device used to
continuously or intermittently
administer a general inhalation
anesthetic or analgesic agent to a
patient and to maintain a patient's
ventilation. The device may include a
gas flowmeter, vaporizer, ventilator,
breathing circuit with bag, and
emergency gas supply.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding-this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
maybe seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 21, 1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs
IFR Doc. 9-33402 Filed a--,n 8:4 oml
BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1722]

Medical Devices; Classification of
Laryngotracheal Topical Anesthesia
Applicators

AGENCY. Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying laryngotracheal topical
anesthesia applicators into class II
(performance standards). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2.1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
Office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-4301, Food and Drug
Administration, Department of*Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910.301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation with respect to the
classification of laryngotracheal topical
anesthesia applicators:

1. Identification: A laryngotracheal
topical anesthesia applicator is a device
used to apply topical anesthetics to a
patient's laryngotracheal area.

2. Recommended classification: Class
1I (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that laryngotracheal
topical anesthesia applicators be
classified into class I (performance
standards) because the Panel believes
that the design and construction of, and
the materials used in, the device must be
adequate to assure that all of the
components are secure, to prevent the
patient from aspirating disconnected
device components. In addition, the
device should be both sterile and of the
proper size and shape to avoid causing
trauma to the patient's airway. The
Panel believes that general controls will
not provide sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, topical
anesthesia applicators and related
devices.

5. Risks to health: (a) Aspiration of
components: Disconnection of the
components may result in accidental
aspiration of components. (b) Trauma:
Improper size, shape, or rigidity of the
device may cause trauma to the
patient's airway upon insertion. (cl
Infection: If the device is not sterile,
infection may result.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
laryngotracheal topical anesthesia
applicators be classified into class II
(performance standards). The agency
believes that a performance standard is
necessary for this device because
general controls alone are insufficient to
control the risks to health presented by
the device. A performance standard
would provide reasonable assurance of
the safety and effectiveness of the
device. The agency also believes that
there is sufficient information to
establish a standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055,90 Stat. 540-546.(21
U.S.C 360c, 371(a))) and under authority
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delegated to him (21 CFR Z.1), the
Commissioner of Food and Drugs
proposes to amend Part-868 in Subpart F
by adding new §i868.5170, to read as
follows:

§ 868.5170 taryng6tracheal topical
anesthesia applicator.

(a) Identification. A laryngotracheal
topical anesthesia applicator is a device
used to apply topical anesthetics to a
patient's laryngotracheal area.

(b) Classification. Class II,
(performance standards).

Interested persons may, on -or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal.'Four
copies of any commehts are to be
submitted, except that individuals may
submitbne copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments"
may be seen in the above office between
9 a.m. and 4 p.m., Monday thirough
Friday.

Dated. September21, 1979i.
William F. Randolph,
Acting Associate Commissioner for
Regulatory Affairs.
[FR Do. rB-3340 FMIed &4-1- :5 aml
BILMNG CODE 4110.-3-M

21 CFR Part 868
[Docket No. 78N-1723]

Medical Devices; Classification of
Rocking Bedsr_
AGENCY:rood.and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing-for
public comment a proposed regulation
classifying rocking beds into class i1
(performance standards). FDA is also
publishing the re~onimendation.of the
Anesthesiology Device Classification
Panel that the device be classified-nto
class 11. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the finalregulation
based on this proposal become effective
30 days after the date ofits publication
in the Yederal Register.

ADDRESS: Written comments to the
-office of the Hearing Clerk (HFA--305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD.
20857.
FOR FURTHER INFORMATION .CONTACT.

James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226,
SUPP.EMENTJARY INFORMATION

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides'
background information concerning-the
development of theproposed regulation.
The Anesibesiology Device
ClassificationYanel, an FDAadvisory
committee, made the following
recommendationxegarding the
classification ofrocking beds:

1. Identification: A rocking bed is a
device used to temporarily help patient
ventilation (breathing) by repeatedly
tilting the patient, thereby using the
weight of theabdominal cofitents to-
move'the diaphragm.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary ofxeasons for
recommendation: The Panel
recommends that rocdng beds be
classified into class I (performance
standards) because the Panel believes
that the-design of, and the materials
used in, the device must be controlledto
assure that the patient is properly
supported andrestrained to prevent
injury from falling. The Panelbelievesr
that general controls will notprovide
sufficient control over these
characteristics. Although this device is
life supporting, the Panel believes that
premarket approval is unnecessary to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information
available toestablish a standard that
will provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on thePanel
members'-personal knowledge of, and
clinical experience with, rocking beds.

5. Risks to health: Injury: The patient
may fall out of the bed and be injured.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
rocking beds be classified into class I
(performance standards). Although the

device is life supporting, the agency
believes that premarket approval Is
unnecessary because there has been
significant experience with the device
and because no reported problems
attributed to the device would be
diminished by subjecting the device to
premarket approval. The agency
believes that there is sufficient
information to establish a standard to
provide reasonable assurance of the
safety and effectiveness of the device.
The -agency also believes that general
controls alone are insufficient to control
the risks to health-presented by the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513.
701(a), Z2 Stat. 1055, 90 Stat. 540-540 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 858 in Subpart F
by adding new § 858.5180, to read as
follows:

§ 868.5180 Rocking bed.
(a) Identification. A rocking bed is a

device used to temporarily help patient
ventilation (breathing) by repeatedly
tilting the patient, thereby using the
weight of the abdominal contents to
move the diaphragm,

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,'1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65,15600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submittedo except that individuals may
submit one copy. Coriments are tobe
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received commenta
may be seen in the above office betveen
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 21,1979.
William F. Randolph,
Acting Associate Comrm7ssionerfor
Regulatory Affairs.

[FR Doc.79-33404 Filed 11-1-79:8:45 alj
BILLING CODE 4110-03.M

21 CFRPart 868 -

[Docket No.178N-1726]

Medical Devices; Classification of
Blow Bottles
AGENCY: Food and Drug Administration,
ACTION:Proposed rule,

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
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public. comment a proposed, regulation
classifying blow-botiles, into-class I
(general controls), FDA is also
publishing the- recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class L The effect of classifying a device
into class I is ta require that the device
meet only the general controls
applicable to all devices. After
considering public comments, FDA will
issue a final regulation classifying the
device. These actions are being taken
under the Medical Device Amendments
of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days afterthe date of its publication
in the Federal Register.
ADDRESS: Written comments to the
Offce- ofthe Hearing Clerk (HFA-305,
Food and Drug Administmtn Rm. 4-
65, 56W Fishers.Eane, bckville, MD'
20857.
FOR FURTHER INFORMATION CONTACT.
James K. Veale, Bureau of Medical
Devices (HFI-4301, Food'and Drug.
Administrafion..Department of Health,
Education. andiWelfare. 8757 Georgia
Ave., Silver-Spring,. vME20910, 301-427-
7226-
SUPPLEMENTARY INFORMATIONM

PanerRecomendatfon

A proposal elsewherein this issue of
the Flederal]Register provides
background infbrImation concerng the
development oFthe proposed regulation.
The Anesthesiology Device
Classification Panel7 an FDA advisory
committee, made the following
recommendatib regarding the
classification of blow bottles:

1. rdentifiation.-A blow bottle is a
device used to induce a forced
expiration from a patient. The patient
blows into the device tor move a column
ofwaterfrom one-bottle to'another.

2.Recommended classification: Class
I (general: controls). The Panel.
recommends that the device be exempt
from the good manufacturing practice
regulation under-section 520(f) of the
Federal Food, Druag and Cosmetic Act
(21.U.S.C1.3601(f))..

3. Summary of reasous for
recommendations The Panel
recommends that blow bottles be
classifiedinto. class I (general controls2
because general controls are sufficient
to provide reasonable assurance of the
safha, and. effectivenaess of the device.
The device presents no risks to' health,.
andithe integriy of the device can be'
easy determbfeirby examining it.
Therefore, thePanell recommends that
the-manfacturernot be required toi

comply with, thegood manufacturing
practice requirements.

4, Summary, of data on which the
recommendation~is based-The Panel
based its recommendation on the Panel
members! personal knowledge of, and
clinicaL experience with, the device.

5. Riskstohealth: None identified. -

Proposed Classificationr
FDA. agrees with the Panel's

recommendation and is proposing that
blow bottles be classifiedinto class I
(general.controls);.The agency believes
that general controls are sufficient to
provide reasonable assurance of the
safety and effectiveness of the device.

In response. t thePaners
recommendation. that manufacturers of a
blow bottle be exempt from the device
good manufacturing practice (GMP)
regulation under section,520(1 of the act.
FDA is proposing that a manufacturer of
this device who does not label or
otherwise represent it as sterile be
exempt, in the manufacture of the
device, from all reqpuirements inm the
GMP regulalion-except J 820.180 (21.
CFR 820;180)1 with respect to general
requirements concerning records and
reports, and 820W198 (21 CFR 820.198),
with respect to, complaint files. Based on
availableinformation about current
practicesused in-the manufacture of the
device and user experience with- the,
device, the-agency has determined that
application of the GMPregulation, other
-than § § 820.180 and 820.198. is unlikely
to improve the safety and effectiveness
of the device. The agencybelieves.
however, that manufacturers ofa blow
bottle. evenwhen.it is not labeled or
otherwise represented as sterile, must
still be required to comply with the
complaint file requirements of §, 820.198
to: ensure that these manufacturers have
adequate systems for complaint
investigation and followup-The agency
also believesthat manufacturers of a
blow bottle must still be required. to,
comply with the general requirements
concerning records and reports in
§ 820. to-ensure that FDA has access
to compiint filesi can investXgate
device-related injury reports and
complaints aboutproduct defects. may
determine whether the manufacturr's
corrective actions areadequate and
may determine whether the exemption:
from other sections of the GMP
regulation is;still appropriate- A
marufanturec of a, hiobottle that is
labeled orotherwise represented. as
sterile is, in the manufacture of this;
device- subfet to the GMP regulation, in
its entirety.

Therefor eunder the Federal Food
Dig.;, and: CosmeticAct (sec. 513,.
701(a), 52Stat.1055,,90.StnL540-546 (21

U.,.C. 360c, 371(a)1) andunder authority
delegated to-him (2 CFR.5.1X. the
Commissioner of FoodLand D.-ups
proposes to amend Part.88 in Subpart F
by addingnew § 86W.5220. to read as
follows:

§ 568-5220 Mow botte-
(a) Identification. A brow botfe is a

device used to-induce a forced-
expiration from apatient. The patient
blows into the device ta-move a corunm
of water from-one bottle ta another.

(b) Classification. Class I (general
controls). If the device is nat labeled or
otherwise represented'as: sterle t is
exempt front the good manufacturing
practice reglatioPrt82Laofthis.
chapter, with the exceptiom of $_ 82.10.
with respect to generalrequirements
concerning records, and § 820.19, witIr
respect tor complaint filem.

Interested persons may, on or before
January 21980, submit tor the Hearing
Clerk (HFA-305}; Food andmg
Administration, Rm_4: 56F shem
Lai7e. Rockvile, MIX20&.,write.=
comments regarding thfsproposaL For
copies of anycommentsa tbe
submitted, except that individuals may
submit one copy.Comments are tabe
identified' with the-Hearing Clerk docket
number found ir, brackets inmthe heading
of this document. Received comments
may be seen ir the above office-between
9 am. and 4 pm., Mbnday through-
Friday.

Dated: Seprember 21, 1979
Willram F. Randorli
ActingAssociate Comnissfoner for
RoguIatoryAffairs.
IER D---7S-n4Mctf U--M a aaz
BILLuNG CoDE. IIIO-1-

21 CFR Part 868

[Docket No. 73M-1727T

MedIcat Devlces; Classifcation ot
Anesthesia Breathing Circuits, ,

AGENCY. Food and Drug Admlinistration.
ACTMoN: Proposed rule-

SUMMARY. The Food and-Drug
Administration (FDA)- ifssuing fr
public comment mproposedregulatic;
classifying anesthesia breathing circuits
into class Rt (performance standards).
FDA is alsa publishing thL-
recommendation, o the AnesthEsiology
Device ClassiicatioraPaneL that the
device be classifiedintclass ILThe
effectof classifying ade-iaeintaclass1
is ta provide for thefttredevelopment
of one ormorperFnrmancestandards
to assure the safety, and effectiveness of
the device. After consfderingpubfc
comments, FDA will issue a final,

63359



FederalRegister / Vol. 44, No. 214 / Friday, November 2, 1979 / Proposed Rules

regulation classifying the device. These
actionsre being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk [HFA-305),
Food and Drug Administration, Rn. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James -R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,.301-427-
7226.

SUPPLEMENTAR1' INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning thp
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of anesthesii breathing
circuits:

1. Identification: An anesthesia
breathing circuit is a device used to-
administer medical gases to a patient
during anesthesia. It provides both an
inhalation and exhalation route and
may include a connector, adaptor, and
Y-piece.

2. Recommended classification: Class
II (,performance standards). The Panel
recommends that establishing a -
-performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends that anesthesia breathing
circuits be classified into class H
(perfirmance standards) because the
Panel believes that the design of, and
the materials used in, the device must be
controlled to assure leak-free
connections and components, to prevent
inadequate ventilation, to prevent fire
hazards, and to assure low resistance to
gas flow in the breathing circuit. The
Panel believes that general controls will
not provide sufficient control over these,
characteristics. Although this device is
life supporting, the Panel believes that
premarket approval is unnecessary to
provide reasonable assurance of the.
safety and effectiveness of the device
because there is sufficient information
available to establish a performance
standard that will provide such
assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, breathing
circuits. Breathing circuits have been
used for the past 35 years. They are well
accepted by the medical community
worldwide, and their performance
characteristics are clearly understood.

5. Risks to health: (a) Failure to
deliver gas: If the breathing circuit
becomes obstructed or disconnected,
gas delivery to the patient may be
reduced, leading to hypoxia (lack of
oxygen) or insufficient anesthesia. (b)
Increased breathing effort: If the circuit
exhibits excessive resistance to gas flow
or if excessive pressures develop within
the circuit, the patient may have
difficulty breathing. (c) Burns. If the
circuit leaks flammablegases, fire, and
explosion may result.
Proposed Classification

FDA agrees with the Panel
recommendation and proposes that
anesthesia breathing circuits be
classified into class II (performance,
standards]. Although this device is often
used in a life support system, the agency
believes that the device itself is not
directly life supporting. Therefore, the
agency believes that premarket approval
is unnecessary because there is
sufficient information to establish a
standard to provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that general controls alone
are insufficient to control the risks to
health presented by the device.
. Therefore; under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a)]) and under authority
delegated to him (21 CFR 5.1], the
Commissioner of Food and Drugs
proposes to amend Part 88 in Subpart F
by adding new § 868.5240, to read as
follows:

§ 868.5240 Anesthesia breathing unit.
(a) Identification. An anesthesia

breathing circuit is a device used to
administer medical gases to a patient
during anesthesia. It provides both an
inhalation and exhalation route and
may include a connector, adaptor, and
Y-piece.

(b) Classification. Class II
(performance standards). Interested'
persons, may, on or before January 2,
1980, submit to the Hearing Clerk (HFA-
305), Food and Drug Administration, Rm.
4-65, 5600 Fishers Lane, Rockville, MD
20857, written comments regarding this
proposal. Four copies of any comments
are to be submitted, except that

individuals may submit one copy.
Comments are to be identified with the
Hearing Clerk docket number found in
brackets in the heading of this
document. Received cqmments may be
seen in the above office between 0 a.m.
and 4 p.m. Monday through Friday,

Dated: September 21, 1970,
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Doe. 79-33400 Filed 11-01-79: :45 am]

BILLING CODE 4110-034A

21 CFR Part 868

[Docket No. 78N-17281

Medical Devices; Classification of
Breathing Circuit Circulators
AGENCY: Food and Drug Administration.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying breathing circuit circulators
into class II (performance standards),
FDA is also publishing the
recommendation of the-Anesthesiology
Device Classification Panel that the
device by classified into class II. The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device, These
actions are being taken under the
Medical Device amendments of 1970,
DATES: Comments byJanuary 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comiments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm, 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
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committee, made& the follovfng
recommendation regardring the
classification of breathing circuit
circulators.

1. Identification: A breathing circuit
circulator is a turbine device attached to
a closedbreathing circuit The device is
used' to: circulate anesthetic gases
continuously by maintaining the
unidirectional valves-in an open position,
and'reducing mechanical dead space
andresistancein, the breathing circuit
-2. Recommended classification: Class

II (performance standards). The Panel
recommends that establishing'a
performance standard for this device be
a medium priority.
3- Sunmmary of reasons for

recommendatioruThePanel
recommends that breathing circuit
circulators be classified intaclass I
(performance standards)! because the,
PanEd believes that the design, of the
devce mstbe controlled to assure that
the device is installed correctly and,
provides adequate circulatior to prevent
rebreathing, and: that anygas-tarbulence
produced by the device doesnotbause
excessive flaw resistance-The Panel
believes that general: controls; will not
provide sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
asturance of the safety and
effectiveness of the device and that
there i& sufficient information to,
establish a standard

4. Summary of data on which the
recommendation is based. The Panel'
based its recommendation on. the Panel
members'personal knowledge of, and
clinical experience with, this device and
related: devices.

5. Risks to health-
(a) Impeded breathing:Re-verse

attachment of the circulator device to
the breathing circuit may cause closure
of breathing circuitvallves, fiipeding the
patient's breathing

(b)Diffitulty in breathing: Excessive
flow-reslisfance due to turbulence or
inadequate circulationmay cause
difficulty in breathing.

-{c) Rebreathing: Inadequate-
circulation may result in rebreathing of
exhaledgases.

ProposedClassification

FDA agrees with thePeneL
recommenlation. and is pmposing that
breathing circuit circulators be classified
into class II (performance standards).
The agencybelieves that a performance
standardis necessaryfo this device
because general controls alone are
insuflienta control the risks.tohealth,
presentebLy the devicm Aperformance
standardwouldpro.viffe reasonable
assurance: of the safety and

effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance'
standard for this device.

Therefore, under the Federal Food,
Drug, and CosmeticAct (secs. S13,
701(a), 52 Star 1055i 0:Stat. 540-546 (2
U.S.C. 360c, 371(a)}I, and. under authority
delegated to.him (21. CFR 5,j, the
Commissioner of Food and Drugs
proposes to amend Part 88 in Subpart F
by adding new. §, 868.5250; to read as
follows:

§ 869,5250 Beathing citcult circulator.
(a] Identifcaffoz Abreathing circuit

circulator is a turbine drevice attached to-
a closecf breathing circuit. The device is
used to circulate anesthetic gases
continuously by maintaining the
unIIrectionatvalves i. an open position.
andreducing mechanical dead space
and resistance in. the breathing circuit.

(b) Ccssiffcatfon. Class]!1
(performance standards). Interested
persons may, on or before January 2.
1980 submit to the Hearin&Clerk (HFA-
305], Food and Urug Administration, Rm.
4-60, 5600 Fishers Lane, Rockville. lfJ
20857, written comments regarding this
proposal. Four copies'of any comments
are- to besubmitted, except that
individuals may submit one copy.
Comments are to.be identified with the
Hearing Clerk dbcketnumber found in
brackets, in the heading of this-
document.Received commentsmaybe
seen in the above office between 9 a.n
and 4, p.m., Monday through Friday.

Date& September 21, 1979.
William F Randolph,
ActingAssociate'Commissionerfor
Regulatory-Affairs;
[FDoc. '79-33, M7r-cd n1-7-"9Ma ]

BIWNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1729]

Medical Devices, Ctassiftcatfor of
Breathing Circuit Bacteral Fliters

AGENCY: Food and DrugAdministration..

ACTION: Proposed Rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying breathing circuit bacterial
filters into class II (performance'
standardsj. FDA is also publishing the
recommendatior of the Anesthesiology
Device Classificatfon, Pbel that the
device be classified into class IL The
effect of classifying a device into class IH
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of

the device. Afterconsidering public
comments. FDA will issue- afinal
regulatforr classifying the device. These
actions are being taken under the
Medical Device Amendments- of 1976.
DATE-s Comment sby Jamuary 2.19.
FDA.proposes that the final regulation
based on. this proposa become effective
30 days after the.date of itspublication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305)
Food and Drug Administration, m. 4-
65, 5600 FishersLane, Rockril-e, N fO1
20857.
FOR FURTHER7 INFORMATION CONTACT.
James R. Veale, Bureau ofM'edica
Devices UFUK-430], FoodandDrug
Administration. Department ofHealth,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring.,MD20910, 301-427-
722.
SUPPLEMENTARY INEORMATION.

Panel Recommendcation-

A proposal elsewhere in this issue of
the Federal Register pravides
background Information concerning the
development of the propqsed regulation:
The Anesthesiology Device:
Crassificatior Panel, an FDA advisory
committee, made the following
recommendationregarding the
classification of breathing circuit
bacterial filters:

1. Identification: A breathing circuit
bacterial filter is a device used tor
remove microbiological and particulate
niatterfrom the gases in-thebreathing
circuit.

2. Recoummended classificatirn Class
II (performance standardsl. The Panel
recommends that establishing a
performance standar for this device fe
a high.priority.

3. Summary of reasons for
recommendation: The Panel
recommendsk that breathing circuit
bacterial filters-be classilTedrinta class IH
(performance standards because the
Panel believes that the desigmn of. and.
the materialsused in. the device mnst be
controlled to assure that thefller does
not add excessive flow resistance or
promote bacterial contaminatio of the.
breathing c1rcuiL The Panel believes
that general controls will not pravide
sufficient control aver these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and-that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based-: TheFanel
based its recommendation on the Panel
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members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: (a) Increased
breathing resistance: Absorption of
water by the filter may impede gas flow
in the breathing circuit thereby requiring
increased patient effort. (b) Bacterial
contamination: A reversal of airflow
through the filter may cause bacterial
contamination of the gases in the
breathing circuit.
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
breathing circuit bacterial filters be
classified into class II (performance
standards). The agency believes that a

-performance standard is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented by the device. A
performance standard would provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))] and-under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 -in Subpart F
by adding new § 868.5260, to read'as
follows:

§ 868.5260 Breathing circuit bacterial
filter.

(a) Identification. A breathing circuit
bacterial filter is a device used to
remove microbiological and particulate
matter from the gases in the breathing
circuit.

(b) Classification. Class II
(performance ptandards].

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-3b5), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in .the heading
of this document. Received comments
mey be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 21,1979.
William F. Randolph, .
Acting Associate Commissioner for
RegulatoryAffairs;

'FR Doc. 79-33408 Filed 11-1-79 8:45 am ,
BILNG CODE 4110-03-M -.

21 CFR Part 868

[Docket No. 78N-1730]

Medical Devices; Classification of
Breathing System Heaters
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying breathing system heaters
into class II (performance standards.
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class I. The
effect of classifying a device into class H
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical DeviceAmendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65,-5600 Fishers Lane, Rockvilfe, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-.430), Food and Drug
Administration, Department of Health,
Education, and Welfare. 8757 Georgia
Ave., Silver Spring, MD 20910,301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewherein this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
ClassificationPanel, an FDA advisory
committee,.made the following
recommendation regarding the
classification of breathing system
h'eaters:
. 1. Identification: A breathing system
heater is a device used to warm
respiratory gases before they enter the'-'
patient's airway. The device may'
include a temperature controller.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a

* performance standard for this device be
*a high prioriity,_,

3. Summary of reasons for
recommendation: The Panel
recommends that breathing system
heaters be classified into class I
(performance standards) because the
Panel believes that the heat output of
this important and widely used device
must besuch that the gases are heated
to a proper temperature. Overheating
can cause hyperthermia and thermal
bums, and inadequate heating can cause
hypothermia. Improper heating may be
caused by an inadequate heat controller
or improper heat output where there Is
no controller. The electrical design must
be adequate to assure that the patient or
operator does not receive an electrical
shock. The Panel believes that general
controls will not provide sufficient
control over these characteristics. The
Panel believes that a standard will
provide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient information
to establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based it recommendation on the Panel
members' personal knowledge of, and
clinical experience with, breathing
systemheaters. The Panel noted that
appropriate sections of electrical safety
standards may apply.

5. Risks to health: (a) Hyperthermia
and bums: If the breathing gases are
overheated because of inadequate
controls or excessive heat output, burns
or hyperthermia may result. (b)
Hypothermia: If the gases are
underheated as a result of inadequate
controls or insufficient heat output,
hypothermia may result, (c) Electrical
shock: If the device is not designed
properly the patient or operator may
receive an electrical shock,

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
breathing system heaters be classified
into class II (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs.,513,
701(a), 5Z-Stat. 1055, 90 Stat, 540-540 (21
U.S.C. 360c. 371(a))) and under authority
-delegated to him (21 CFR 5.1), the'
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
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by adding new § 868.5270, to read as
follows:

§ 868.5270 Breathing system heater.
(a) Identification. A breathing system

'heater is a device used to warm
respiratory gates before they enter a
,atient's airway. The device may

include a temperature controller.
(b) Classification. Class H

(performance standards).
Interested persons may, on or before

January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday. -

Dated: September 21, 1979.
William F. Randolph,
ActingAssociate Commissioner for
RegulatoryAffairs. "
[FR Dor- 79-3349 Filed 11-1-79; &45 am]

BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1731]

Medical Devices; Classification of
Breathing Tube Supports

AGENCY: Food and Drug Administration.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying breathing tube supports into
class I (general controls). The effect of
classifying a device into class I is to
require that the device meet only the
general controls applicable to all
devices. FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class II
(performance standards). The effect of
classifying a:device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the -device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective

30 days after the date of its publication
in the Federal Register.

ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.

FOR FURTHER INFORMATION CONTACT.
James. R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of breathing tube supports:

1. Identification: A breathing tube
support is a device used to support and
anchor a patient's breathing tube(s).

2. Recommended classification: Class
II (performance standards), The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that breathing tube
supports be classified into class II
(performance standards) because the
Panel believes that the design of, and
the materials used in, the device must be
controlled to assure that when the
device is used in an explosive
atmosphere, an explosion does not occur
from the build-up of static electrical
charges due to the use of nonconductive
materials or improper grounding. The
Panel believes that general controls will
not provide sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard. The Panel noted
that standards or sections of the
standards developed by the Association
of Operating Room Nurses (AORN) and
the National Fire Protection Association
(NFPA) may apply to this device.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, breathing tube
supports. There has been widespread
use of these devices for many years.

5. Risks to health: Explosion: If the
device is used in the presence of
flammable gases, the build-up of static
electricity from the use of
nonconductive materials and/or
improper grounding may result in an
explosion.

Proposed Classification

FDA disagrees with the Panel
recommendation and is proposing that
breathing tube supports be classified
into class I (general controls) with no
exemptions. Because users are familiar
with these simple devices and have used
them successfully for many years
without significant problems, the agency
believes that a performance standard is
unnecessary. The agency believes that
generaf controls, including appropriate
labeling regarding the conductivity or
nonconductivity of the device and
warnings against use of the
nonconductive device in the presence of
flammable anesthetic agents, are
sufficient to control the risks to health
presented by the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
710(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5280, to read as
follows:

§ 868.5280 Breathing tube support.
(a) Identification. A breathing tube

support is a device used to support and
anchor a patient's breathing tube(s).

(b) Classification. Class I (general
controls).

Interested persons may, on or before
January 2.1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65,5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 4.1979.
Wilam F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
IFR Do. 7%-M410 Fded 12-1-79. &45 aml

aI3.IN CODE 4110-03-M
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21 CFR Part 868

[Docket No. 78N-17321

Medical Devices; Classification of
-Carbon Dioxide Absorbents

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying carbon dioxide absorbents
into class II (performance standards).
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into-class IL The
effect of classifying a device into class 1l .
is to provide for the future development_
of one or more performance standards
to assure the safety and effectiveness of'
the device. After considering public
comments, FDA will issue a final
regulation classifying the device..These
actions are being taken under the
Medical Device Amendments of.1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this piroposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rn. 4-
65, 5600 Fishers Larie, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R., Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of'Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION.

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of carbon dioxide
absorbents:

1. Identification: Carbon dioxide'
absorbent is a device 'onsisting of an'
absorbent material (e.g.; soda lime) used
to remove carbon dioxide from the gases
in a breathing circuit.

2. Recommended classification: Class
II (performance standards). The Panel
recommends thar establishinga
performance standard for thisdevice be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that carbon dioxide
absorbents be classified into class II
(performance standards) because the
Panel believes that the properties of this
device must be controlled to assure that
the device has an adequate carbon
dioxide absorbing capacity to prevent
hypercapniaexcess carbon dioxide in
the blood) of the patient, to assure that
dust cau'sed by excessive flakiness is•
not introduced into the airway, and to
assure that exicessive resistance to gas
flow does not result in inadequate
ventilation.

The Panel believes that general
controls will not provide sufficient
control-over these characteristics.
Although the Panel believes that this
device is life supporting, the Panel -
believes that premarket approval is not
necessary to providdreasonable
assurance of the safety and
effectiveness of the device because'
there is sufficient information available
to establish a performance standard that
will provide such assurance.

4. Summary of data on -which the
resommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and .
clinical experience with, carbon dioxide
absorbents. Carbon dioxide absorbent
material is listed in the United States
Pharmacopeia (U.S.P.). -

5. Risks to health: (a) Hypercapnia
(excess carbon dioxide in the blood): If
the device lacks sufficient absortion
capacity,'patient hypercapnia could
result. (b) Inadequate ventilation:.If the
carbon dioxide absorbent adds
excessive resistance to the breathing
circuit, the patient may be inadequately
ventilated. (c) Cross infection: If the
device, cannot be disinfected, a patient
using the device may contract an
infection after its use by.another patient.
(d) Airway irritation: If the carbon
dioxide absorbent material is
excessively flaky, particles or dust may
be introduced into the patient's airway,
possibly causing irritation of the
patient's airway.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing -that
carbon dioxide absorbents be classified
into' class II (performance standards).,,,
Although-this device is often used in a:,.
life support system, the agency believes.
that the device itself is not directly life
supporting. Therefore, the agency
believes that premarket approval is'
unnecessary because this is a. simple
device with which there has been
signifieint experience and because no
reported'problems attributed to the - ' -

device'would be diminished by
subjecting the device to premarket
approval. The agency believes that there
is sufficient information to establish a
standard to provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that general controls aloha
are insufficient to control the risks to
health presented by the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-540 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5300, to read an
follows:

§ 868.5300 Carbon dioxide absorbent.
(a) Identification. Carbon dioxide

absorbent is a device consisting of an
absorbent material (e.g., soda lime) used
to remove carbon dioxide from the gases
in the breathing circuit.

(b) Classification. Class I
(performance standards),

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in thg above office between
9 a.m. and 4 p.m., Monday through
Friday. f

Dated: September 21,1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[ER Doe. 79-33411 Filed 11-1-79t 8:45 am)
BILLING CODE 4110-03-M

21 CFR Part 868
[Docket No. 76N-1733]

Medical Devices; Classification of
Carbon Dioxide Absorbers
AGENCY: Food and Drug Administration
ACTON: PropOsed Rile.
SUMMARY. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying carbon dioxide absorbers
into class II (performance standards),
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be' classified into class II. Tho
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effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of carbon dioxide
absorbers:

1. Identification: A carbon dioxide
absorber is a device used in a breathing
circuit as a container for carbon dioxide
absorbent. It may include a canister and
water drain.

2. Recommended classification: Class
1I (performance standards). The Panel
recommends that establishing a
performance standards for this device
be a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that the carbon dioxide
absorber be classified into class II
(performance standards) because the
Panelbelieves that the design of the
device should be controlled to assure
that the absorber does not leak, causing
inadequate carbon dioxide removal, and
that dust or other irritants are not
delivered to the patient The Panel
believes that general controls will not
provide sufficient control over these
characterisics. Although the Panel
believes that this device is life
supporting, the Panel believes that
premarket approval is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device

because there is sufficent information
available to establish a performance
standard that will provide such
assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, this device and
the widespread use of the device during
the past 25 years.

5. Risks to health: (a) Airway
irritation: If the absorber allows dust to
enter the breathing system, the dust
could cause an allergic reaction and
irritation of the'patient's airway. (b)
Inadequate carbon dioxide removal: Gas
leakage in the absorber could result in
an inadequate removal of carbon
dioxide from the exhaled gas, possibly
causing hypercapnia (excess carbon
dioxide in the blood).
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
carbon dioxide absorbers be classified
into class II (performance standards).
Although this device is often used in a
life support system, the agency believes
that the device itself is not directly life
supporting. Therefore, the agency
believes that premarket approval is
unnecessary because there is sufficient
information to establish a standard to
provide reasonable assurance of the
safety and effectiveness of the device.
The agency also believes that general
controls alone are insufficient to control
the risks to health presented by the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 StaL 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 88 in Subpart F
by adding new § 868.5310, to read as
follows:

§ 868.5310 Carbon dioxide absorber.
(a) Identification. A carbon dioxide

absorber is a device used in a breathing
circuit as a container for carbon dioxide
absorbent. It may include a canister and
water drain.

(b) Classification. Class I
(performance standards).

Interested persons may, on or before
January 2,1980. submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this propoial. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket

number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated& September 21, 1979.
William F. Randolph,
Acting Associote Commissionerfor
ieSulaloryAffaoir.
Fra D=79-UU41F~d 11-1-79 &45=arn

SILUNG CODE 4110-03-U

21 CFR Part 868

[Docket No. 78N-1734]

Medical Devices; Classification of
Reservoir Bags
AGENCY. Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying reservoir bags into class I
(performance standards). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final rigulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS, Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration. Rm. 4-
65, 5600 Fishers Lane, Rockville,fiD
20857.
FOR FURTHER INFORMATION CONTACT.
James I. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration. Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MlD 20910,301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
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recommendation regarding the
classification of reservoir bags:

1. Identification: A reservoir bag is a
device, usually made of conductive
rubber, used in a breathing circuit as a
reservoir for breathing gas and to assist,
control, and/or monitor a patient's
ventilation.'

2. Recommended classification: Class
II (performance standards): The Paiiel
recommends that establishing a
performance standa~d for this device-be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that reservoir bags be
classified into class II (performance
standards) because the Panel believes
that the design of, and the materials
used in, the device must be controlled to
assure that the bag has-a leak-free
connection with the breathing circuit
and proper elasticity to prevent the
patient from being inadequately
ventilated. The Panel believes that
general controls will not provide.
sufficient control over these ;
characteristics. Although the Panel
believes that reservoir bags are life-
supporting devices, the Panel believes
that premarket approval is not
necessary to provide reasonable
assurance of the safety and
effectiveness of the devices because
there is sufficient informatio n available
to establisha performance standard that
will provide such assurance.

4. Summary of data on.which the
recommendation is based: The Panel
based its recommendation on. the Panel
members' perisonalknowledge of, and
clinical experience with,. thb device and
its widespread use during the past 25
years. The Panel also cited the
American National Standards Institute's"
Z-79 Committee Standard for
Anesthetic Reservoir Bags (Z-r79.4, 1974)
(Ref. 1) and noted that Underwriters
Laboratory (UL] and the National Fire
Protection Association (NFPA)
standards also may apply to the device.

5. Risks to health. (a] Inadequate
ventilation: If the reservoir bag is not
properly connected to the other
components in the breathing circuit,
leaks may develop, resulting in an
inadequate delivery of breathing gas to
the patient. In addition, if the reservoir
bag is not sufficiently elastic, excessive
pressure may develop in the breathing
circuit, resulting in inadequate
ventilation of the patient. (b) Burns,
explosion: If the device is used in the
presence of flammable gases, the build-
up of static electricity from the use of
nonconductive materials may result in
an explosion.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
reservoir bags be classified into class 11
(performance standards). Although this
device is often used'in a life support
system, the agency-believes that the
device itself is not directly life
supporting. Therefore, the agency
believes that premarket approval is
unnecessary because there is sufficient
information to establish a performance
standaird to provide reasonable
assurance of the safety and.
effectiveniess of this device. The agency
also believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to hdalth
presented by the device.

References

The following information has been
placed in the office of the Hearing Clerk
(address above), and-may be seen by
interested persons, from 9 a.m. to 4p.m.,
Monday throughFriday.

1. American National Standards
Inititute, Anesthetic Reservoir Bags, Z-
79.4,1974.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat 1055. 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part868 in Subpart F
by adding new § 868.5320, to read as
follows:

§ 868.5320 Reservoir bag.

(a) Identification. A reservoir bag is a
device, usually made of conductive
rubber, used in a breathing circuit as a
reservoir for breathing gas and to assist,
control, and/or monitor a patient's
ventilation.

(b) Classification. "Cla s s

(performance standards).
Interested persons may, on or before

January 2,1980, submit to the Hearing
Clerk (HFA--05); Food and Drug
Administration. Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal, Four
copies of any comments areto be
submitted, except that individuals may
submif one copy. Comments are to be
identified with. the Hearing Clerk docket
number found in brackets in the heading
of this document.Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

-I

Dated: October 4. 1979.
Wiiam F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
(FR Doc. 79-33413 Filed 11-1-70 0,45 ami

BILLING CODE 4110-03-M,

21 CFR Part 868

[Docket No. 78N-1735]

Medical Devices; Classification of
Breathing Gas Mixers

AGENCY: Food and Drug Administration
ACTION: Proposed Rule.

SUMMARY. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying breathing gas mixers into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class II Is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1970.
DATES: Cqmments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
'ADDRESS: Written comments to the
office of the klearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4--
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal'elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, and FDA advisory
committee, made the following
recommendation regarding the
classification of breathing gas mixers:

1. Identification: A breathing gas
mixer is a device used in conjuction
with a respiratory support apparatus to
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facilitate and control the mixing of gases
that are to be breathed by a patient.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that breathing gas mixers
be classified into class Il (performance
standards) because the Panel believes
that the design of the device should be
controlled to assure that the patient
receives the correct mixture of gases for
breathing. The Panel believes that
general controls will not provide
sufficient control over these
characteristics. Although this device is
life supporting, the Panel believes that
premarket approval is unnecessary to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient informatioir
available to establish a performance
standard that will provide such
assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' ]ersonal knowledge of, and
clinical experience with, the device.

5. Risks to health: Incorrect gas
mixtures: If the device is designed so
that more than one type of gas can be
connected to the same fitting, or if the
device is not calabrated properly, the
patient may breathe an incorrect gas
mixture.

Proposed Classification

FDA agrees with the Panel and is
proposing that breathing gas mixers be
classified into class H1 (performance
standards). Although the device is life
supporting, the agency believes that
premarket approval is unnecessary
because the principles applicable to the
mixing of two or more gases are well
understood. The agency believes that
there is sufficient information-to
establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that general controls alone
are insufficient to control the risks to
health presented by the device.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))] and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5330, t read as
follows:

§ 868.5330 Breathing gas mixer.
(a) Identification. A breathing gas

mixer is a device used in conjuction
with a respiratory support apparatus to
facilitate and control the mixing of gases
that are to be breathed by a patient.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
coniments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 anm. and 4 p.m.. Monday through
Friday.

Dated: October 4.1979.

William F. Randolph,

Acting Associate Commissionerfor
RegulatoryAffairs.
[FR D=t. 79-33414 Fded 11-1-79: &45 amJ

BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-17361

Medical Devices; Classlfication of
Nasal Oxygen Cannulas
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying nasal oxygen cannulas into
class I (general controls). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Pariel and the General Hospital and
Personal Use Device Classification
Panel that the device be classified into
class I. The effect of classifying a device
into class us to require that the device
meet only the general controls
applicable to all devices. After
considering public comments, FDA wil
issue a final regulation classifying the
device. These actions are being taken
under the Medical Device Amendments
of 1976.

DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305).
Food and Drug Administration, Rm. 4-

65, 5600 Fishers Lane, Rockville, Ml)
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430). Food and Drug
Administration, Department of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring. MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATIONZ

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel and the General
Hospital and Personal Use Device
Classification Panel, FDA advisory
committees, made the following
recommendations regarding the
classification of nasal oxygen cannulas:

1. Identification: A nasal oxygen
cannula is a two-pronged device used to
administer oxygen to a patient through
the nose.

2. Recommended classification: Class
I (general controls). Both the
Anesthesiology Device Classification
Panel and the General Hospital and
Personal Use Device Classification
Panel recommend that this device be
classified into class I (general controls).
The Anesthesiology Device
Classification Panel recommends that
the device be exempted from the good
manufacturing practice regulation under
section 520(f) of the Federal Food. Drug.
and Cosmetic Act (21 U.S.C. 360j(f)). The
General Hospital and Personal Use
Device Classification Panel recommends
that this device be exempt from the
registration regulation under section 510
of the act (21 U.S.C. 360) and from the
good manufacturing practice regulation
under section 5200() of the act.

3. Summary of reasons for
recommendation: The Panels
recommend that the nasal oxygen
cannula be classified into class I
(general controls) because general
controls are sufficient to provide
reasonable assurance of the safety and
effectiveness of the device. The user can
easily determine whether the device is
safe and effective by examining it.

4. Summary of data on which the
recommendation is based. Both Panels
based their recommendation on their
Panel members' personal knowledge of.
and clinical experience with. this device.

5. Risks to health: The Anesthesiology
Device Classification Panel identified no
risks to health. The General Hospital
and Personal Use Device Classification
Panel identified the following risks to
health: (a) Infection: If the device is not
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sterile, infection may result. (b) Tissue-
reactions: If the materials used in the
device are not biocompatible, they may
cause tissue reaction.

Proposed Classification

FDA agrees with the recommendation
of both Panels and is proposing that
nasal oxygen cannulas be classified into
class I (general controls). FDA disagrees
with the recomiendation of both Panels
that manufacturers of nasal oxygen
cannulas be exempt from the good
manufacturing practice (GMP)
regulation under section 520(f) of the act
(21 U.S.C. 360j(f)). The agency believes
that compliance with this regulation is
necessary to assure the quality of this
device and thus its safety, effectiveness,
and compliance with the adulteration
and misbranding provisions of the act.
'Compliance with the GMP regulation
will help prevent production of a nasal
ox ,gen cannula having defects that
could harm users.

FDA disagrees With the General
Hospital and Personal Use Device
Classification Panel recommendation
that manufacturers of nasal oxygen
cannulas be exempt from the
registration regulation under section 510
of the act (21 U.S.C. 360). Under section
510(g(4), the agency may exempt a
manufacturer from section 510 only
upon a finding that compliance'with this
section is not necessary for the
protection of the public health. In the
case of a nasal oxygen cannula, the
agency cannot make the required -
finding. To protect the public health, the
agency needs to renquire manufacturers
of this device to register and to list their
products with FDA, so that the agency is
able to identify the firms manufacturing
this device and to conduct necessary
inspections. Premarket notification by
these manufacturers assures that FDA
learns of new products, and of
significant modifications of existing
products, for which premarket approval
is required.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055,90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5340, to read as
follows:

§ 868.5340 Nasal oxygen cannuta.
"(a) Identification. A nasal oxygen

cannula is a two-pronged device used to'
administer oxygen to a patient through
the nose.

(b) Classification. Clais I (general
controls). " .

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of aijy comments are to be
submitted, except that individuals may
submit one copy. Coniments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
maybe seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 21,1979.
William F. Randolph,
ActingAssociate Commissioneifor
RegulatoryAffairs.
[FR Doe. 79-33415 Filed 11-1-79; :45 am)

BILLING CODE 4110-03-M

21'CFR Part 868

[Docket No. 78N-1737]'

Medical Devlces; Classification of
Nasal Oxygen Catheters,
AGENCY: Food-and Drug Administration.

.ACTION: Proposed rule.

SUMMARY:'The Food and Drug
* Administration (FDA] is issuing for

public comment a proposed regulation
classifying nasal oxygen catheters into
class I (general controls). FDA is also
publishing the recommendation of the

esthesiology Device Classification
Panel that the device be classified into
class I. The effect of classifying a device
into class I is to require that the device.
meet only the general controls
applicable to all devices, After
considering public comments, FDA will
issue a final regulation classifying the
device. These actions are being takeun
under the Medical Device Amendments
of 1976.
DATES: Comments by January 2, 1980.'
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comnents to the
office of the Hearing Clerk HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 FishersLane, Rockiille, MD
20857.
FOR FURTHER INFORMATION CONTACT.
'James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-

.7226.

SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere In this Issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.'
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of nasal oxygen catheters:

1. Identification: A nasal oxygen
catheter is a device that is inserted
through a patients nostril to administer
oxygen.

2. Recommended classification: Class
I (general controls). The Panel
recommends that the device be exempt
from good manufacturing practice
regulation under section 520(f) of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360j(f)].

3. Summary of reasons for
recommendation: The Panel
recommends that nasal oxygen
catheters be classified into class I
(general controls) because general
controls are sufficient to provide
reasonable assurance of the safety and
effectiveness of the device. The Panel

•recommends that the manufacturer not
be required to comply with the good
manufacturing practice requirements
because any defects in the device are
readily detectable.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: None identified,

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
nasal oxygen catheters be classified into
class I (general controls). The agency
believes that general controls are
sufficient to provide reasonable
assurance of the safety and
effectiveness of the device. FDA
disagrees with the Panel's
rncommendation that manufacturers of
nasal oxygen catheters be exempt from
the good manufacturing practice (GMP)
regulation under section 520(f) of the act
(21 U.S.C. 360j(f)]. The agency believes
that compliance with this regulation is
necessary to assure the quality of this
device and thus its safety, effectiveness,
and compliance with the adulteration
and misbranding provisions of the act,
Compliance with the GMP regulation
will help prevent production of nasal
oxygen catheters having defects that
could harm'users.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
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U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5350, to read as
follows:

§ 868.5350 Nasal oxygen catheter.
(a) identification. A nasal oxygen

catheter is a device that is inserted
through a patient's nostril to administer
oxygen.

(b) Classification Class I (general
controls).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65,5600 Fishers
Lane, Rockville, ND 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 21. 1979.
William F. Randolph,
Acting Assocfate Commissioner for
RegulatoryAffairs.
[FR Doc 79-33416 Fed 11-1-79; 8:45 am]

SILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1738]

Medical Devices;, Classification of
Posture Chairs for Cardiac and
Pulmonary Treatment
AGENCY: Food and Drug Administration.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying posture chairs for cardiac
and pulmonary treatment into class I
(general controls). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class I. The effect of classifying a device
into class I is to require that the device
meet only the general controls
applicable to all devices. After
considering public comments, FDA will
issue a final regulation classifying the
device. These actions are being taken
under the Medical Device Amendments
of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective

30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:.
James R. Veale, Bureau of Medical
Devices [HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of posture chairs for
cardiac and pulmonary treatment:

I. Identificatiom A posture chair for
cardiac and pulmonary treatment is a
device used to assist in the
rehabilitation and mobilization of
patients with chronic heart and lung
disease.

2. Recommended classification: Class
I (general controls). The Panel
recommends that the device be exempt
from good manufacturing practice
regulation under section 520(o) of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360j(0).

3. Summary of reasons for
recommendatiom The Panel
recommends that posture chairs for
cardiac and pulmonary treatment be
classified into class I (general controls)
because general controls are sufficient
to provide reasonable assurance of the
safety and effectiveness of the device.
The Panel recommends that the
manufacturer ndt be required to comply
with the good manufacturing practice
requirements because undetected
defects in the device would not have an
adverse effect on the patient.

4. Summary of data on which the
recommendation is based: The Panel
based it recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: None identified.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
posture chairs for cardiac and
pulmonary treatment be classified into
class I (general controls). The agency
believes that general controls are

sufficient to provide reasonable
assurance of the safety and
effectiveness of the device.

In response to the Panel's
recommendation that manufacturers of a
posture chair for cardiac and pulmonary
treatment be exempt from the device
good manufacturing practice (GMPJ
regulation under section 520(f) of the act
(21 U.S.C. 360j(f), FDA is proposing that
a manufacturer of this device be exempt,
in the manufacture of the device, from
all requirements in the GMP regulation
except § 820.180(21 CFR 820.180), with
respect to general requirements
concerning records, and § 820.198 (21
CFR 820.198), with respect to complaint
files. Based onavailable information.
about current practices used in the
manufacture of the device and user
experience with the device, the agency
has determined that application of the
GMP regulation, other than §§ 820-180
and 820.198, is unlikely to improve the
safety and effectiveness of the device,
and that any defect in the device that is
not readily detectible will not result in a
device failure that could have an
adverse effect on the patient or other
user. The egency believes, however, that
manufacturers of a posture chair for
cardiac and Rulmonary treatment must
still be required to comply with the -
complaint file requirements of § 820.198
to ensure that these manufacturers have
adequate systems for complaint
investigation and followup. The agency
also believes that manufacturers of a
posture chair for cardiac and pulmonary
treatment must still be required to
comply with the general requirements
concernifg records in § 820.180 to
ensure that FDA has access to
complaint files, can Investigate device-
related injury reports and complaints
about product defects, may determine
whether the manufacturer's corrective
actions are adequate, andmay
determine whether the exemption from
other sections of the GMP regulation is
still appropriate.

Therefore, under the Federal Food,
Drug. and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055,90 StaL 540-56 (21
U.S.C. 36(Y, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 68 in Subpart F
by adding new § 868.5365, to read as
follows:

§ 868.5365 Posture chair for cardiac and
pulmonary treatment

(a) Identification. A posture chair for
cardiac and pulmonary treatment is a
device used to assist in the
rehabilitation and mobilization of
patients with chronic heart and lung
disease.
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(b] Classification. Class I (general
controls).

The device is exempt from the good
manufacturing practice regulation in
Part 820 of this chapter, with the
exception of § 820.180, with respect to
general requirernents concerning
records, and § 820.198 with respect to
complaint files.

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug ,
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be'
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m.-, Monday through
Friday.

Dated: September 21, 1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs.
[FR Doc. 79-33417 Filed 11-1-79; 8:45 am]

BILLNG CODE 4110-03-Mi

21 CFR Part 868,

[Docket No. 78N-1739]

Medical Devices; Classification of Heat
and Moisture Condensers (Artificial
Nose) 7

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying heat and moisture
condensers (artificial nose) into class II
(performance standards). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification-
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assbre the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device: These actions are being.
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),

Food'and Drug Administration, Rrn. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:.,
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department"of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

P proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisorycommittee, made the following
recommendation regarding the
classification of heat and moisture
condensers (artificial nose):

1. Identification: A heat and moisture
condenser (artificial nose) is a device
positioned over a tracheotomy (a
surgically created opening in the throat)
or tracheal tube (a tube inserted into the
trachea) to warm and humidify gases
breathed in by a patient.

2. Recommended classification: Class
1l (performance standards). The Panel;
recommends that establishing a
pe rformance standard for this device be
a low priority.

3. Summary of reasons for,
reconimendation: The Panel
recommends that heat and moisture
cdndensers be classified into class II
(performancestandards) because the
Panel believes that the design of, and
the materials used in, the device must be
controlled to assurelow resistance to
gas flow, proper dead space (space not
utilized for gas exchange with the blood)
according to the size of the patient for
whom it is designed, standard connector
fittings, and proper size and shape to
prevent premature obstruction by
secretions. The Panel believes that
general controls would not provide
sufficient control over these
characteristics. The Panel believes that
a standard.will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on,which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, heat and
moisture condensers.

5. Risks to health: (a) Inadequate
ventilation (breathing): Inadequate
ventilation may be caused by excessive
resistance to gas flow, improper dead

space, or connectorsthat do not fit, (b)
Obstruction by secretions: Improper size
or shape may cause premature
obstruction of the tracheotomy by
secretions.

Proposed Classification.

FDA agrees with the Panel
recommendation and is proposing that
heat and moisture condenser&be
classified into class II (performance
standards). The agency believes that a
performance standard is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented by the device. A
performance standard would provide
reasonable assurance of the safety and
effectiveness of the device, The agency
also believes that there is sufficient
information to establish a-performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetfc Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-540 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5375, to read as'
follows:

§ 868.5375 Heat and moisture condenser
(artificial nose).

(a)Jdentification. A heat and moisture
condenser (artificial nose) is a device
positioned over a tracheotomy (a
surgically created opening i the throat)
or tracheal tube (a tube inserted into the
trachea) to warm and humidify gases
breathed in by a patient.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
- January 2,1980, submit to the Hearing

Clerk (HFA-305), Food and Drug
Administration, Rrnm 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copids of any comments are to be °
submitted except that individuals may
submitone copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: September 21, 1979.
William F. Randolph,
ActingAssociate Commissioner for
RegulatoryAffairs.
[FR Doc. 79-33418 Flied 11-1-78 8:45 am]
SBILLING CODE 4110-03-M

II m I ......
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21 CFR Part 868

[Docket No. 78N-1740]

Medical Devices; Classification of
Water-Seal Thoracic Drainage Systems

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY- The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying water-seal thoracic drainage
systems into class II (performance
standards). FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class IL The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES. Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective,
30 days after the date of its publication
in the Federal Register
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the-FederalRegister provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of water-seal thoracic
drainage systems:

1. Identification: A water-seal thoracic
drainage system is a device used to
restore subatmospheric intrapleural
pressure (pressure in the space between
the lungs and the chest wall) and to
drain fluid from the pleural space, by
means -of a chest tube. The device is
usually connected to a suction system.
. 2. Recommended classification: Class
II (perfoimance standards). The Panel
recommends that establishing a

performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends that water-seal thoracic
drainage systems be classified into class
11 (performance standards) because the
Panel believes that standards are
necessary to assure that the device
supplies adequate suction for drainage
of the pleural space, and because It
believes that the materials used in the
device are controlled to assure a good
connection between the device and the
patient to prevent pneumothorax
(accumulation of gas in the pleural
space). The Panel believes that general
controls would not provide sufficient
control over these characteristics.
Although this device is life supporting,
the Panel believes that premarket
approval is not necessary to provide
reasonable assurance of the safety and
effectiveness of the device because
there is sufficient information available
to establish a performance standard that
will provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, water-seal
thoracic drainage systems. In addition,
the Panel members are aware that there
have been few reported malfunctions or
failures of this type of device (e.g., as
reported in the FDA Medical Device
Experience Monitoring Network files)
relative to the number of these devices
in use.

5. Risks to health. (a) Failure to
establish subatmospheric intrapleural
pressure: A loss of suction could reduce
the effectiveness of the device in
establishing a subatmospheric
intrapleural pressure and in providing
adequate drainage from the pleural
space. (b) Pneumothorax (an
accumulation of gas in the pleural
space): Disconnection of the device from
the patient may cause a pneumothorax,
resulting in impaired lung function.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
water-seal thoracic drainage systems be
classified into class IL Although this
device is often used in a life support
system, the agency believes that the
device itself is not directly life
supporting. Therefore, the agency
believes that premarket approval is
unnecessary because there Is sufficient
information to establish a standard to
provide reasonable assurance of the
safety and effectiveness of the device.
The agency also believes that general
controls alone are insufficient to control

the risks to health presented by the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 StaL 1055, 90 StaL 540-546 (21
U.S.C. 360c, 371(a))] and under authority
delegated to him (21 CPR 5.1). the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5385, to read as
follows:

§ 868.5385 Water-seal thoracic drainage
system.

(a) IdentificoLion. A water-seal
thoracic drainage system is a device
used to restore subatmospheric
Intrapleural pressure (pressure in the
space between the lungs and the chest
wall) and to drain fluid from the pleural
space, by means of a chest tube. The
device is usually connected to a suction
system.

(b) Classification. Class 11
(performance standards].

Interested persons may, on-or before
January 2.1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration. Rm. 4-65.5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
subn'ut one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading

-of this document. Received comments
may be seen in the above office between
9 a.m. and 4 pam., Monday through
Friday.

Dated: October4. 1979.
William F. Randolph.
Acling Associate Commissionerfor
RegulatoryAffairs.
[FR Do. 33419 Filed 11-1-T &45 aml
BILLJNG CODE 4110-03.-U

21 CFR Part 868

[Docket No. 78N-1741]

Medical Devices; Classification of
Electroanesthesla Apparatus
AGENCY. Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying electroanesthesia apparatus
into class III (premarket approval). FDA
Is also publishing the recommendation
of the Anesthesiology Device
Classification Panel and the
Neurological Device Classification Panel
that the device be classifiedinto class
III. The effect of classifying a device into
class III is to require each manufacturer
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of the, device, tor submif, tol FDA a
premarket approval application at a
date to-be setin a fiture'regufation.
Each premarket approval application,
would include infbrmation concerning
safety and' effectiveness tests for the
device. After considering public
comments, FDA will issue a final; -
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Fed'eralRegister.
ADDRESS: Written comments to. the
office of the Hearfng, Clerk (HFA-305).
Foodand Drug Administration, Rm. 4-
65, 5609FishersLane, Rockville, MU
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale; Bureatr of Medical
Devices (HFK-430), Food andDrug
Administration.Department of Health,
Education, and Welfare, 8757 Geoigia
Ave., Silver Spring, M) 20910, 30T-427-
7226-.
SUPPLEMENTARY INFORMATION;

'Panel Recommendaffon
A proposal, elsewhere in this issue o

the Federal Registerprovides
background informatiom concerning the
development of the proposed regulatiom
The Anesthesiology Device.
Classification Panel and the
Npurological Device Classification
Panel, FDA advisory committees, mad&
the following recommendation regarding
the classification of'efectroanesthesia.
apparatus:

1. Identification: An eldctroanesthesia
apparatus is a device used for the
induction and maintenance of
anesthesia during surgfcalprocedures
by means of-au alternating-or pulsed
electric current that is passe& througl,
electrodes fixed to the patient's head.

2. Recommended classification: Class-
III (premarket approval). Both the
Anesthesfology Device Classificatiou
Panel and the Neurological Device
Classification P'anelrecommend that the
electroanesthesia apparatus be
classified into- class Ill (premarket

'approval). Bof Panels recommend that
premarket approval for thi5 d'evice be a
low priority,
3'. Summary of reasons for

recommendation: Both, the
Anesthesiology Device Classificationn
Panel and the Neurological; De-ice
Classification Panel, recommend that
'electroanesthesia apparatus be
classified into class III (premarket
approvalj because the device presents a
potential unreasonable risk of illness or.

infury fa the patient. TheP'anels believe
that there is not sufficient information to
establish a performance standard that
will provide reasonable assurance ofthe
safety and effectfveness of the device,
and that there is: Insufficient information
to show that general control will,
provide such assurance. Therefore, the
device should be, subject to'premarket
approval' to ensure that manufacturers
satisfactorfly demonstrate the safety
and effectiveness of the device'..

. Summarybf data on which the
recommendation is: based: The
AnesthesfoklgyDevice Crassification
Panel based its-recommendation on the
insufficienf number of domestic studies
on human subjects. The-Panel has nof
seen any medical. data orn which to judge
the safeW and effectiveness of the
device, and-belleves that the technique
of electroanesthesia fs- not considered* a
welr-established or well'recognized
clinicalprocediire . The Neurological
Device Classification Panel noted that
many factors imporfantto the clinical
application ofthis fechnfque have not
been sufficfentlyrdebfned. The
Neurological Device Classification Panel
also based, ifs recommendation on the
Panel, members" experience wfth the
device, and their judgment and
knowledge of the pertinent literature
(Ref. 1). The Natfonal Researc&r Council
recommends that electroanesthesia b-e
considered as-a potentiaflyuseful
adjunct in the maintenance of
anesthesia but that electroanesthesfa
should be limited to investigational use
until its effects, advantages. and
standardization can be adequately
evaluated.

5 . Risks' tahealth: Ca] Electrical shock:
Improper erectrcaPgroundinogmay allow
the patient or'operafor to'receive'an
electrical shock. (B1D'amage to- central
nervous system: E'xcessively high
electrical current or voltage could
damage the central-nervous system and
cerebral tissues. (c) Skin burns: If the-
electrodes are foo -small and yield a high
current density, skin burns; may-result.
(d) Skin irritation: Electrode gels or
pastes used to establish electrical
contact between the electrode and the
skin may cause skin- iritation. (el
Cardiac or pulmonary interference The
position of the electrode on the head
may lead to electrical interference with
cardiac-orpulmnonarj fimctibns in the
patient.
Pioposedc Classification,

FDA agrees with the recommendation
of the Anesthesiology Device
Classifficatiorr Paner and the
Neurologicalf Device Classification Panel
and, is proposing that the
electroanesthesia apparatus be

classified into class III (premarket
approval). The agency believes, that the
safety and effectiveness of the device
has not beenr established and that the
device presents a potential'
unreasonable risk of illness or injury to,
the patient because of the high electrical
currents. necessary to induce an
anesthetic state in a patient. The agency
concurswitfl both Panels that
insufficient information exists on this
device either to determine that general
controls are sufficient to provide
reasonable assurance of the safety and
effectiveness of the device, or to'
establish a performance standard tr
provide such' assurance.

References

The following information has been
placed in the office of the Hearing Clerk
(address above] and may be seen by
interested persons, from 9 a.m. to 4 p.m..
Monday through Friday.

1. "An Evaluation of
Electroanesthesia and Electrosleep,"
National-Research Council,NTS, PB-
241-305,1974.

Therefore, under the Federal Food,
Drug, and Cosmetic. Act (secs. 513,
701(a), 52 Stat. 1055, 00 Stat. 540-540 (21
U.S.C. 360c; 371(afl) and under authority
delegated to him (21 CFR .1), the
Commissioner of Food and Drugs
proposes to amend Part 868 In SubpartF
by addingnew J 863.5400i to' read, au
follows:

§ 868.540a Erectroanesthesla apparatus.
(a) Identification. An

electroanesthesia apparatus is a, device
used for the induction and maintenance
of anesthesia during surgical procedures
by means of an alternating or pulsed
electric current that is passed through
electrodes fixed to thepatient'shead.

(b) Classification Crass W (premarket
approvalj.

Interested persons may, On or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305}, Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, M]N 20857, writterr
comments regarding this proposal. Four
copies of any comments ard to be
submitted, except that individuals may
submit one copy. Comments are to be
identified With the Hearing Clerk docket
number found in brackets in the heading
of this. document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday'.

I I r I I I I n
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Dated. September 24,1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffah-s.
[FR D=o 79-3342 Fed 11-1-79; &45 am]
BILLING CODE 4110-03-M

21 CFR Part.868

[Docket No. 78N-1743]

Medical Devices; Classification of
Ether Hooks -

AGENCY. Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying ether hooks into class I
(general controls). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class L The effect of classifying a device
into class I is to require that the device
meet only the general controls
applicable to all devices. After
considering public comments, FDA will
issue a firial regulation classifying the
device. These actions are being taken
under the Medical Device Amendments
of 1976.

DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of ether hooks:

1. Identification: An ether hook is a
device that fits inside the patient's
mouth and is used to deliver vaporized
ether.

2. Recommended classification: Class
I (general controls). The Panel
recommends that the device be
exempted from good manufacturing
practice regulations under section 520(f)
of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 360j(f).

3. Summary of reasons for
recommendatiom The Panel
recommends that ether hooks be
classified into class I (general controls)
because general controls are sufficient
to provide reasonable assurance of the
safety and effectiveness of the device.
The Panel does not believe that this
device requires performance standards
to control the identified risks to health.
The Panel believes that defects in the
device are readily detectable before use,
and, therefore, the Panel recommends
that the manufacturer not be requiredio
comply with the good manufacturing
practice requirements.

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: (a) Tissue damage:
Sharp edges on the hook may cause
tissue trauma. (b) Overexposure: if the
hook is poorly designed, persons in the
areas of use may be subjected to
excessive environmental ether
contamination. (c) Tissue reaction: If the
hook materials are not biocompatible,
they may cause tissue reactions.

Proposed Classification
FDA agrees with the Panel and is

proposing that ether hooks be classified
into class I (general controls). The
agency believes that general controls
are sufficient to provide reasonable
assurance of the safety and
effectiveness of the device.

In response to the Panel's
recoinmendation that manufacturers of
an ether hook be exempt from the
device good manufacturing practice
(GMP) regulation under section 520(f) of
the act (21 U.S.C. 360j(ff), FDA is
proposing that a manufacturer of this
device who does not label or otherwise
represent it as sterile be exempt, in the
manufacture of the device, from all
requirements in the GMP regulation
except § 820.180 (21 CFR 820.180), with
respect to general requirements
concerning records, and § 820.198 (21
CFR 820.198), with respect to complaint
files. Based on available information
about current practices used in the
manufacture of the device and user
experience with the device, the agency
has determined that application of the
GMP regulation, other than §§ 820.180
and 820.198, is unlikely to improve the
safety and effectiveness of the device.

The agency believes, however, that
manufacturers of an ether hook. even
when it is not labeled or otherwise
represented as sterile, must still be
required to comply with the complaint
file requirements of § 820.198 to ensure
that these manufacturers have adequate
systems for complaint investigation and
followup. The agency also believes that
manufacturers of an ether hook must
still be required to comply with the
general requirements concerning records
in § 820.180 to ensure that FDA has
access to complaint files, can investigate
device-related injury reports and
complaints about product defects, may
determine whether the manufacturers
corrective actions are adequate, and
may determine whether the exemption
from other sections of the GMP
regulation is still appropriate. A
manufacturer of an ether hook that is
labeled or otherwise represented as
sterile is, in the manufacture of this
device, subject to the GMP regulation in
its entirety.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055,90 StaL 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 51), the
Commissioner of Food and Drugs
proposes to amend Part 88 in Subpart F
by adding new § 868.5420, to read as
follows:

§ 868.5420 Ether hook.

(a) Identification. An ether hook is a
device that fits inside the patient's
mouth and is used to deliver vaporized
ether.

(b) Classification. Class I (general
controls). If the device is not labeled or
otherwise representedas sterile, it is
exempt from the good manufacturing
practice regulation in Part 820 of this
chapter, with the exception of § 820.180,
with respect to general requirements
concerning records, and § 820.198, with
respect to complaint files.

Interested persons may, on or before
January 2 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
Identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 pm.. Monday through
Friday.
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Dated. September 24,1979_
Wfia F. Randoply,
Acting Associate'Commissioner for
Regulatory Affairs
[FR Do. 79-3341- Filed I4-79; &:4 -aml.
BILLRG COMP 4110-03-M

21 CFR Part 869

[Docket No. 781-17441

Medicaf Devices; Classification of Gas-
Scavenging Apparatus
AGENCy-.Food and. Drug Administratiom
ACTION: Proposed Rule.

SUMMARY: The Food andDrug
Administration (FDA) is issuing for
public comment ap roposedregulation
classiffg gas.scavenging apparatus
into class Ir (performance sfandardfs).
FDA is alsopublisfing the
recommendatfon of the Anesthesiology
Device Classification Panel that the
device'be classified into classIl.The
effect of'classiryfng a device into- classr II
is to provide for the future development
of one' ormore- performance, sfandards'
to assure the safety and effectiveness: of
the dW=c-.Afterconsfdering publlc
comments, FDAwitl.issue a final
regulation classifyfing the device. These
actions are being takenunder the
Medical Device-Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation=
based on this proposal become effective
30 days after the date' of its publication
in the Federal Register;
ADDRESS:.Written comments to the
office of the Hearing Clerk (I-IFA-3051,.
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION'CONTACT
James& R.,Veale,,Burear of Medical
Devices; (HFK-430. Food and Drug
Administration, Department of Health,
Education, and Welfare. 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Iecommendation
A proposal el'sewhere in this issue of

the Federal Regisfer provides
background information concerning the
development of the proposed'regulation.
The Anesthesfolbgy Device
Classification' Panel, an FDA advfsdry
committee, made the following
recommendation regarding the'
classificaffon' ofgas-scavengng
apparatus:

1'. Identffication-A ga-scavengirig
apparatus fsal dvice used] to collect
excess anesthetic, analgesic, and trace

gases andvaporsfromi& breathing
system, ventilator, or extracorporeal
pump-oxygenator,, and; conduct these
gasesoutof the personnel area by
means of an exhaust system;
2. Recommended' classification: Class

II (performance standards). The Panel
recommends tlhat establishinga
performance standard for this devicebe
a low priority.

3. Summnaryof reasonsfor
recommendatiom ThePanel
recommendsi that gas-scavenging.
apparatus bi classified into class I
(performance standards)-because the
Panenbelieves. that the design of the
device must be controlled to. assure that
it does not cause excessive breathing
resistance. which prevents the patient
from receiving adequate ventilation. The
Panel believes that general controls, will
not provide sufficient control over these
characteristics. ThePanelbelieves that
a standard will providereasonable
assurance of the- safety, and
effectiveness of the device: and that
thereis sufficient information, tor
establish a: standard. The-Panel noted
that a standarl hass been proposed by
the AmericaniNational, Standards,
Institute Z-79 commitee.
4,. Summaryof data on:which the

recommendation.is based. The Panel
based its recommendation or the-PaneL
members personal knowledge of, and
clinical experience with, gas-scavenging
apparatus.

5. Risks to health: [a) Inadequate
ventilation: Development of excessive
negative. pressurein the breathing
circuit may causehigh breathing
resistance, resultingin inadequate
ventilatior of the patient Excessive
resistance or-aru obstruction i the
scavenging system may, cause'an
excessive pressure buildup:in the
breathing circuit such that the patient
cannot exhale-
ProposedcClassification
FDA, agrees: with the Panel

recommendation and is proposing that
gas-sdavengingapparatusbe classified
into class II (performance standards).
The agency, believes that a performance
standardistnecessary forthis; device
becausegeneral controls alone are
insufficient to, control the risks to health
presented by the device. A performance
standard would providereasonable
assurance-of thesafety and
effectiveness of the device. The agency
also believes thatr there is' sufficient
information, tor establish a standard for
the device. -

Therefore. undertheFederal Food,.
Drug, and Cosmetic Act (secz., 51-3.
710a; 52 Stat 105, 90 StatL. 540;-54&, (21
U.S. , 360c. 371Ca))), and under authority

delegated to him (2 CFR 5.1); the
Commissioner of Food and.Drugs
proposes to, amend' Part 86a in Subpart F
by adding new § 868.5430ita read as
follows:

§ 868.5430 Gas-scavenging apparatus.
CaJd'entification A gas-scavenging

apparatus is a device used to collect
excess anesthetic, analgesic, and trace
gases and vapors from a, breathing
system, ventilator, or extracorporeal
pump-oxygenator and conducr these
gases out of the personnel area by
means of an exhaustsystem.

(b)- CIassification. Class II
(performance standards).

Interestef persons may, on or before
January 2, 1980;, submit to the Hearing
Clerk (I-FA-305), Food and'Di'ug
Admiistratiorr, Rm. -05, 5600 Fishers
Lane, Rockville, MU2085, written
comments regardingthis'proposal. Four
copies of any comments- are to be
submitted, except that individuals may
submit one copy. Comments' are ta' be
identified witkthe'Hearing Clerk docket
numberfoundin brackets in the, heading
of this document. Received, comments
may be seerr in the, above' office'between
9 a.m. and'4,pm, Monday tlirougli,
Friday.

Dated. October 4.1979
'William F. Randolph,
Acting Associate Commissioner for
RegulatoIrAffafrs.
[FR Voc. 79-33422 Fired 11-1-79:845 aml

BILLING' CODE 4110-03-M'

21 CFR Part 86a

[Docket'No. 78N-1745]

Medical Devfces;-Classiflicatron of
Portable Oxygen Generators
AGENCY. Food and' DrugAdininfstration.
ACTION: Proposed rule.

SUMMARY: The Food! end Drug
Administration (FDA)4is issuing for
public comment a proposed regulatiort
classifying portable oxygen generators
into class I1 (performance standards.
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the.
device be classified into class IL.The
effect of classifying a device into class 11
is to provide for thefuture-development
of one or more-performance;standards
to assure the safetyand effectiveness of
the device. After considering:public
comments, FDA will issue, at final
regulation clasifyhngthe device;These
actions are being taken under the
Medical Device Amendments of 1976i
DATES:" Comments: by' January Z,1980.
FDA proposes that the final regulatlont

I I I I
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based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS- Written comments to the
office of the Hearing Clerk (HFA-305).
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James t Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration. Department of Health,
Education, and Welfare, 8757 Georgia
Ave.. Silver Spring, MD 20910, 301-427-
726.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of portable oxygen
generators:

1. Identification: A portable oxygen
generator is a device that uses either a
chemical reaction or physical means
(e.g., molecular sieve) to release oxygen
for respiratory therapy.

2. Recommended classification: Class
1I (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that portable oxygen
generators be classified into class II
(performance standards) because the
Panel believes that the design of, and
the materials used in, the device must be
controlled to assure that oxygen is
released in sufficient quantities to
support proper ventilation, that the
oxygen is pure, and that there are no
oxygen leaks into the environment,
which increase the risk of fire and
burns. The Panel believes that general
controls would not provide sufficient
control over these characteristics.
Although portable oxygen generators
are life-supporting devices, the Panel
believes that premarket approval is not
necessary to provide reasonable
assurance of the safety and
effectiveness of the devices because
there is sufficient information available
to establish a performance standard that
will provide such assurance.

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device:

5. Risks to health: (a) Fire and burns:
Oxygen leaks into the environment
because of faulty device design or
construction could result in an explosion
or fire, which may cause burns. (b)
Infection: The oxygen released may
contain contaminants that cause
infection or allergic reaction. (c)
Ifiadequate oxygen production: If the
device does not produce enough oxygen
to meet the patient's demands, hypo:ia .
(lack of oxygen) may result.

PropOsed classification

FDA agrees with the Panel and is
proposing that portable oxygen
generators be classified into class IL
Although the device supplies
supplemental oxygen that may. in an
emergency, be life supporting, the
agency believes that premarket approval
is unnecessary because the risks to
health associated with the device can be
controlled by standardization and by
following good manufacturing practices:
The agency believes that there is
sufficient information to establish a
performance standard for this device.
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,.
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a)]) and under authority
delegated to him (21 CFR 5.1). the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 88.5440, to read as
follows:

§ 868.5440 Portable oxygen generator.
(a) Identification. A portable oxygen

generator is a device that uses either a
chemical reaction or physical means
(e.g., molecular sieve) to release oxygen
for respiratory therapy.

(b) Classification. Class H
[performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-85,500 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated October 4.1979.
William F. Randolph.
Acting Associate Commissionerfor
RegulatoryAffaors.
lFBW 79.-3Fled U1-1-77 a-45 a.l
BILLMN CODE 4110-3-

21 CFR Part 868

(Docket No. 78N-1746]

Medical Devices; Classification of
Respiratory Gas Humidifiers

AGENCY. Food and Drug Administration.
ACTION: Proposed rule.

suwmm.In The Food and Drug
Administration (FDA] is issuing for
public comment a proposed regulation
classifying respiratory gas humidifiers
into class I (performance standards).
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class IL The
effect of classifying a device into class H
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES- Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305],
Food and Drug Administration. Rm. 4-
65, 5600 Fishers Lane. Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale. Bureau of Medical
Devices (HFK-430), Food and Drug
Administration. Department of Health.
Education. and Welfare. 8757 Georgia
Ave.. Silver Spring. MD 2090, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of respiratory gas
humidifiers:

1. Identification: A respiratory gas
humidifier is a device used to add
moisture to, and sometimes warm, the
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breathing gases to the patient. Cascade,
gas, heated, and prefilled humidifiers
are included in this generic type of
device.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendations that respiratory gas
humidifiers be classified into class II
(performance standards) because the
Panel believes that the output of the
device must be controlled to assure both
adequate humidification of the gases to
prevent drying of the patient's airway,
and that the gases are properly heated
to prevent bums of the upper airway,
tachea, and facial areas. The Panel
believes that general controls will not
provide sufficient control over these
characteristics. Although tilffs device is
life supporting, the Panel believes that
premarket approval is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information.
available to establish a performance
standard that will provide such
assurance.

4. Summary of data on which the'
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, this device.
The Panel also cited the'standard
currently being developed by the Z-79
Committee of the American National
Standards Institute concerning
humidifiers and nebulizers.

5. Risks to health: (a) Overhydration:
Administration of gases containing a
large amount of water ma3L cause a
water overload in the patient that could
be hazardous, particularly to small
infants. (b) Drying of airway: If the

,device does not properly humidify the
inspired gas mixture; the dry gas may
cause drying of the patient's airways. (c)
Burns, hyperthermia: Excessive heating
of the inspired gas mixture by the
humidifier may lead to burns in the
upper airway, trachea, or facial areas or
to hyperthermia (a generalized elevation-
in body temperature). (d) Infection or
allergic reaction: Bacteria and other
microorganisms may multiply in the'
warm, moist environment of the
humidifier. Inhalation of these
microorganisms by the patient may
result in infection or allergic reaction.
Proposed Classification

FDA agrees with the Panel and is
proposing that respiratory gas
humidifiers be'classified into class II
(performance standards). Although this
-device is often'used inl a life support

system, the agency believes that the
-device itself is not directly life
supporting. Therefore, the agency
believes that premarket approval is
unnecessary.because there is sufficient
information to establish a performance
standard for this device. The agency
also believes that a performance
standard is necessary because general
controls alone are insufficient to control
the risks to health presented by the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,

. 701(a), 52 Stat. 1055, 90 Stat 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5450, to read as
follows:

§ 868.5450 Respiratory gas humidifier.
(a) Identification. A respiratory gas

humidifier is is a device used to add
moisture to, and sometimes warm, the
breathing gases to be administered to
the patient. Cascade, gas, heated, and
prefilled humidifiers are included in this
generic type of device.

(b) Classification. Class II
(performance standards).

Interested persons may,; on or before
January-2,1980, submit to the Hearing
Clerk (HFA-305), Food-and Drug '
Administration, Rm. 4-65, 5600 Fishers
Lane; Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be

* submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday. -

Dated: October 4,1979.
William F.-Randolph, "
Acting Associate Commissionerfor
JegulatoryAffalrs.
[FR Doc- 79-334Z4 Filed 11-1-79; &45 am]

BILUNG COD 4110-03-M

21 CFR Part 868
[Docket No. 78N-1747]

Medical Devices; Classification of
Humidifiers for Home Use
AGENCY: Food and Drug Administration.
' ACTION: Prdposedrule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying humidifiers from home use
into class II (performance standards).

FDA is also publishing the -
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class I, The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device, These
actions are being taken under the
Medical Device Amendments of 1970.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
-Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the

- development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of humidifiers for home
use.

1. Identification: A humidifier for,
home use is a device used to add water
vapor to inspired gases for respiratory
therapy. The vapor produced by the
device pervades the area surrounding
the patient and is inspired during normal
respiration;

2. Recommended classification: Class
II (perforriance standards). The Panel
recommends that establishing a
performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel'
recommends that humidifiers for home
use be classified into class II
(performance standards) because the
Panel believes that the design of, and
te materials used in, the device must be
controlled to assure that the device can
be adequatelycleaned and disinfected
to prevent contamination of the room air
with microorganisms and particulate
matter. The temperature of the water
reservoir must be controlled to minimize
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growth of microorganisms, and to assure
appropriate heating and/or humidifying
of inhaled gases to prevent patient burns
or hyperthermia (elevation of body
temperature). The Panel believes that
general controls will not provide
sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendatioi on the Panel
members' personal knowledge of, and
clinical experience with, humidifiers.
The Panel noted the development of
standards by the Air Conditioning and
Refrigeration Institute.

5. Risks to health: (a) Infection.
allergic reaction, irritation: Inadequate
cleaning, disinfection and/or
temperature control in the humidifier
may allow the growth of
microorganisms and result in infections,
allergic reactions, or irritation of the
patient's airway. (b) Burns,
hyperthermia: If the inhaled gases are
too hot, the patient may be burned or
may develop hypertheria (elevation of
body temperature).

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
humidifiers for home use be classified
into class II (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the-device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513,
701(a), 52 Stat. 1055, 90 Stat 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5460, toread as
follows:

§ 868.5460 Humidifier forhome use.

(a) Identification. A humidifier for
home use is a device used to add water
vapor to inspired gases for respiratory
therapy. The vapor produced by the
device pervades the area surrounding
the patient and is inspired during normal
respiration.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated* October 4.1979.
Uidliam F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR De. 79-3342 Filed 11-1-79; &45 am!

BILUNG CODE 41104-34

21 CFR Part 868

[Docket No. 78N-1748]

Medical Devices; Classification of
Hyperbaric Chambers
AGENCY:. Food and Drug Administration.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying hyperbaric chambers into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES. Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS:. Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville. MI)
20857.
FOR FURTHER INFORMATION CONTACT.
James. R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia

Ave., Silver Spring. MD 20910,301-427-
7226.
SUPPLEMENTARY IHFORMATIONr

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of hyperbaric chambers:

1. Identification: A hyperbaric
chamber is a device that can be
pressurized to greater than atmospheric
pressure. It is used to increase the
environmental oxygen pressure to
promote the Movement of oxygen from
the environment to the patient's tissue.
This classification does not include
those chambers used solely for topical
application.

2. Recommended classification: Class
I (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a high priority. -

3. Summary of reasons for
recommendation The Panel
recommends that hyperbaric chambers
be classified into class II (performance
standards] because the Panel believes
that the design of, and the materials
used in. the device must be controlled to
assure adequate strength of the chamber
to prevent sudden decompression or
explosion, to assure that the materials
used will eliminate the possibility of
fire, to assure that there are safety
features to prevent overpressurization
and prolonged exposure to pressure. and
to assure that gases in the chamber do
not become contaminated, causing
infection. The Anesthesiology Device
Classification Panel considered the
Committee Report of the Undersea
Medical Society on "Hyperbaric Oxygen
Therapy" (Ref. 1) in evaluating the uses
of hyperbaric chambers. The Panel
believes that general-controls will not
provide sufficient control over these
characteristics. The Panels believe that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based The Panel
based its recommendation on a
presentation at the August 17,1977
Panel meeting by Drs. Shilling and
Kindwall of the Undersea Medical
Society, Inc.. and a committee report by
Dr. Kindwall (Ref. 1). The Panel also
cited an existing standard: American
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National Standards Institute/National
Fire Protection Association 56D-1976,
Hyperbaric Facilities (Ref. 2). '

5. Risks to health: (a) Oxygen toxicity:
Overpressurization or prolonged
exposure may result in excessNe tissue
oxygen concentrations. (b) Cavitation of
blood: Sudden decompression of the
chamber may result in blood cavitation
(bubble formation in the blood] in the
patient. (c) Mechanical trauma: Fire or
explosion of the chamber due to poor
materials or design may cause burns to
the patient. (d) Infection, irritation: If the
chamber gas is contaminated, the
patient may contract an infection.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
the hyperbaric chambers be classified
into class II (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

References
The following information has been

placed in the office of the Hearing Clerk
(address above) and may be seen by
interested persons, from 9 a.m. to 4 p.m.,
Monday through Friday.

1. Kindwall, E. P., "Hyperbaric
Oxygen Therapy," Committee Report,
Undersea Medical Society, UMS Report
Number 5-23-77.

2. American National Standards
Institute/National Fire Protection
Association, Hyperbaric Facilities, 56D,
1976.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
710(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5470, to read as
follows:

§ 868.5470 Hyperbaric chamber.
(a) Identification. A hyperbaric

chamber is a device that can be
pressurized to greater than atmospheric
pressure. It is used to increase the
environmental oxygen pressure to
promote the movement of oxygen from
the environment to the patient's tissue.
This classification does not include
those chambers used solely for topical
application.

b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 4, 1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
WiR Dor. 7%-3UZ6 Filed 11-1-79. 845 am)

BILNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1749]

Medical Devices; Classification of
-iyperthermia Devices

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY:The Food and Drug
Administration (FDA] is issuing for
public comment a proposed regulation
classifying hyperthermia devices into
class I (performance standards]. FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk HFA-305,
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia

Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this Issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of hyperthermia devices:

1. Identification: A hyperthermia
ddvice is a soft, liquid-filled blanket and
a heat exchanger used to warm all or
part of the body.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends that the hyperthermia
devices be classified into class II
(performance standards) because the
Panel believes that the temperature of
the device must be controlled to avoid
excessive heating of the patient. The
Panel believes that the device should be
constructed so that only the temperature
probe intended for use with the device
can be attached and that others will not
fit. The Panel believes that general
controls will not provide sufficient
control over these characteristics. The
Panel believes that a standard will
provide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient information
to establish a standard.

4. Summary of data on which the
recommendation is-based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, hyperthermia
devices.

5. Risks to health: Excessive
hyperthermia: Temperature control
failure or the use of an improper
temperature probe may cause excessive
heating of the patient, resulting in burns,
tissue damage, ventricular fibrillation
(rapid, repetitive excitation of heart
muscle without a coordinated
contraction of the ventricle), or blood
coagulation defects.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
hyperthermia devices be classified into
class II (performance standaids). The
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
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presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a), 52 StaL 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs

- proposes to amend Part 868 in Subpart F
by adding new § 868.5480, to read as
follows:

§ 868.5480 Hyperthermia device.
(a) Identification. A hyperthermia

device is a soft, liquid-filled blanket and
a heat exchanger used to warm all or
part of the body.

(b) Classification. Class H
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except thatindividuals'may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 4,1979.
William F. Randolph,
ActingAssociate Commissioner for
ReguIatoyAffairs.
[FR Do- 7--33= Ied 11-1-79. &45 am)

BILWNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1750]

Medical Devices; Classification of
Hypothermia Devices
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying hypothermia devices into
class H (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class H is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of

the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1970.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rmn. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of hypothermia devices:

1. Identification: A hypothermia
device is a liquid-filled blanket and heat
exchanger used to cool all or part of the
body.

2. Recommended classificatiom Class
H1 (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommerlds that hypothermia devices
be classified into class H (performance
standards) because the temperature of
the device must be controlled to avoid
excessive cooling of the patient. The
Panel believes that the device should be
constructed so that only the temperature
probe intended for use with this device
can be attached, and that others will not
fit. The Panel believes that general
controls will not provide sufficient
control over these characteristics. The
Panel believes that a standard will
provide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient information
to establish a standard.

4. Summary of data on which the
recommendation is basec The Panel
based its recommendation on the Panel
member's personal knowledge of, and
clinical experience with, hypothermia
devices.,

5. Risks to health. Excessive
hypothermia: Temperature control
failure or the use of an improper
temperature probe may cause excessive
cooling of the patient, resulting in tissue
damage, ventricular fibrillation (rapid,
repetitive excitation of heart muscle
without a coordinated contraction of the
ventricle), or blood coagulation defects.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
hypothermia devices be classified into
class H (performance standards]. The
agency believes that a performance
standard is necessary for this device
because general controls alone-are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believe that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5490, to read as
follows:

§ 868.5490 Hypothermia device.
(a) Idenbf ca tion. A hypothermia

device is a liquid-filled blanket and heat
exchanger used to cool all or part of the
body.

(b) Classification. Class H
(performance standards].

Interested persons may, on or before
January 2.1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration. Rm. 4-65, 5600 Fishers
Lane, Rockville. MD 20857, written
comments regarding this proposal Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p., Monday through
Friday.

Dated: October 4,1979.
William F. Randolph,
Acting Associate Commassionerfor
RegulatoryAffairs.

JFR Vc=%1-41n tied 11-1-7M e43 aml
BiWHO14 CODE 4110-"34
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21 CFR Part 868
[Docket No. 78N-17511

Medical Devices; Classification of
Automatic Catheter Flushing Devices
AGENCY:Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying automatic catheter flushing
devices into class II (performance
standards). FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class I. The
effect of classifying a device into class H
is to provide for the future development,
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written. comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rn.

4-65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R..Veale, Bureau, of Medical'
Devices (HFK-430), Food andDrug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,
301-427-7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewherein- this issue of

the Federal Registef provides
background information concerning-the
development of the proposed-regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made. the following
recommendation regarding the
classification of automatic catheter
flushing devices:

i. Identification: An automatic
catheter flushing device isused to pump
fluid into an intravascular catheter to
prevent clot formdition.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel

recommends that automatic catheter
flushing devices be classified into class
H (performance standards) because the
Panel believes that the design of, and
the materials used in, the device must be
controlled to assure that the-valve
mechanism adequately prevents
improper infusion rates. The Panel.
believes that general controls will not
provide sufficient control over these
characteristics. The Panel believes that
a standard will providereasonable
assurance of the safety and
effectiveness of the- device and that
there is sufficient information to
establish a standard. ,

4. Summary of data onwhich the,
recommendation is based. The Panel
based its recommendation on the Panel
members; personal knowledge of. and
clinical experience with, automatic
catheter flubhiing devices.

5. Risks to health. (a] Clot formation:
If the valve mechanism fails, reducing
the flow xate, clots may form: in the
catheter andcpreventinfusion. (b)
-Overinfusionu Failure of the valve
mechanismumay cause. an. excessive
flush rate, resultinginoverinfusion and
fluid overload to the patient.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
automatic catheter flushing devices be
classified into class II (performance
standards). The agency believes that a
performencestandard is necessary for
this device because general controls
alone are insufficient to control the risks
to health presented by the device. A
performance standard will 'provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for.thfs, device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 5Z.Stat. 1055, 90 Stat. 40-548 (21
U.S.C. 360c, 371(a)]) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868,In Subpart F
by adding new § 868.5520, to read as
follows:;

§ 868.5520 Automatic catheter flushing
device.

(a) ffdentification. An automatic
catheter flushing device is used to pump
fluid into *-" intravascular catheter to
prevent clot formation.

(b) Classification. Class If
(performance standards).

Interested persons may, on or before
January Z, 1980' submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers

Lane, Rockville, MD 20857, written
comments regarding this proposal Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 4,1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Doc. 79-33429 Filed 11-1-79; 8:45 ami]
BILLNG CODE 4f0-0F-M

21 CFR Part 868

[Docket No. 78N-1752]

Medical Devices,. Classification of
Flexible Laryngoscopes
AGENCY: Food and Drug Administration,
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying flexible laryngoscopes Into
class 11 (performance standards). FDA Is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class I. The effect of
classifying a device into class II Is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1970.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-85,5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Durg
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the

1 I I I I I II I I I I I
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development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of flexible laryngoscopes:

1. Identification: A flexible
laryngoscope is a fiberoptic device used
to examine and visualize a patient's
upper airway and to facilitate the
placement of a tracheal tube.

2. Recommended classification: Class
H (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a medium priority.,

3. Summary of reasons for
-recommendation: The Panel
recommends that flexible laryngoscopes
be classified into class H (performance
standards) because the Panel believes
the design of, and the materials used in,
the device must be controlled to assure
both that the patient's airway is not
injured from sharp edges on the device
and that the device can-be adequately
sterilized to prevent infection. The
electrical design of the device also must
be controlled to assure that the patient
does not receive an electrical shock. The
Panel believes that general controls will
not provide sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.-

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: (a) Trauma: Sharp
edges on the device may cause trauma
to the patient's airway. (b) Electrical
shock: Improper electrical design may
result in electrical shock of the patient.
(c) Infection: If the device is not sterile,
infection may result.
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
flexible laryngoscopes be classified into
class HI (performance standards). The
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,

701(a), 52 Stat. 1055, 90 Stat 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5530. to read as
follows:

§ 868.5530 Flexible laryngoscope.
(a) Identification. A flexible

laryngoscope is a fiberoptic device used
to examine and visualize a patient's
upper airway and to facilitate placement
of a tracheal tube.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug

,Administration. Rm. 4-65,5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be o
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 4,1979.
William F. Randolph,
Acting Associate Commissionerfor
Resulatory Affairs.
[FR Doc. 7a-33430 Fed 11-1- &45 a=1
BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-17531

Medical Devices; Classification of
Rigid Laryngoscopes
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying rigid laryngoscopes into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class H. The effect of
classifying a device into class ]I is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective

30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305).
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 31-427-
7226.
SUPPLEMENTARY INFORMATION

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of rigid laryngoscopes:

1. Identification: A rigid laryngoscope
is a device used to examine and
visualize a patient's upper airway and to
facilitate placement of a tracheal tube.

2. Recommended classification: Class
If (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends that rigid laryngoscopes be
classified into Class H (performance -
standards) because the Panel believes
that the design of, and the materials
used in, the device must be controlled to
assure that no trauma occurs to the
patient's airway from sharp edges, that
the device can be adequately sterilized
to prevent infection, and that the
device's light source is reliable to
prevent failure during emergency
procedures. The Panel believes that
general controls will not provide
sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard. The Panel notes
the development of a standard for
laryngoscopy by the International
Standards Organization Technical
Committee 121.

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of. and
clinical experience with, rigid
laryngoscopes, which have been widely
used for many years.
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5. Risks to health: (a) Trauma: Sharp
edges on the device may injure the
patient's airway.

(b) Failure of light source: Sudden
failure of the light source during
placement of the tracheaL tube maybe
hazardbus to the patient because of
increased difficulty in proper placement
of the tracheal tube. (c) Infection: If the
device is not sterile, infectionmay
result.

Proposed Classification'

FDA agrees with the Panel
recommendation and is proposing that
rigid laryngoscopes be classified into
class II (performance standards). The
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the-risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for-
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a])) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and-Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5540, to read as
follows:

§ 868.5540 Rigid laryngoscope.
-(a) Identification. A rigid

laryngoscopeis a device used to
examine and visualize a patient's upper
airway and to facilitate placement of a'
tracheal tube.

(b) Classification. Class II
(performance standards).

Interested persons may,on.or before
January Z 1980 submit to, the Hefring
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may,
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in. brackets in. the heading
of thig document Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 4, 1979.
William F. Randolplh,
Acting Associate Commissioner for
RegulatoryAffairs;
[FR Doe. 79-33431 Filed 11-1-79; 8.45 am)

BILUNG CODE 4110-03-

21 CFR Part 868

[Docket No. 78N-17541

Medical Devices; Classification of
Anesthetic Gas Masks

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying anesthetic gas. masks into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class II is to,
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After consideringpublia
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical DeviceAmendments of 1976.
DATES: Comments by January 2,1980.
FDA proposed that the final regulation
based on this proposal become effective
30 days after the date of its publication-
in the Federal Register.
ADDRESS: Written commefits to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD.
20857.
FOR-FURTHER INFORMATON- CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia

, Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
ClassificationPanel, an FDA advisory
committee, made the following
recommefidation regarding the
classification of anesthetic gas masks:

1. Identification: An anesthetic gas
mask is a device, usually made of
conductive rubber, that is positioned
over a patient's nose or mouth to direct
anesthetic gases to the upper airway.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a medium priority.-

3. Summary of reasons for
recommendatiom-The Panel

recommends that anesthetic gas masks
be classified into class It (performance
standards) because the Panel believes
that the design of the device should be
controlled to assure that gas delivery to
the patient is adequate and that the
mask is of a proper size and shape. The
Panel believes that general controln will
not provide sufficient control over these
characteristics. Although this device Is
life supporting, the Panel believes that
premarket approval is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information
available to establish a performance
standard that will provide such
assurance.

4. Summary of data on which the
recommendation is based: The Panel
-based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, these devices
and the widespread use of these devices
over th& past 25 years.

5. Risks to health: (a) Failure to
deliver gas: Disconnection of the mask
from the breathing tube may result in
failure of gas delivery to the patient. (b)
Inadequate delivery: Gas leakage from
the mask may lead to a decrease in the
volume of gas delivered to the patient.
(c) Rebreathing of exhaled gases:
Excessive gas volume in the device may
cause the patient to rebreathe
previously exhaled gas. (d) Eye Injury:
An improperly fitting mask may cause
eye injury.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that,
the anesthetic gas mask be classified
into class II (performance standards).
Although this device is often used in a
life support system, the agency believes
that the device itself is not directly lif0
supporting. Therefore, the agency
believes that premarket approval is
unnecessary because there is significant
experience with the device and because
the risks to hlalth associated with tile
device can be controlled by
standardization and by following good
manufacthring practices. The agency
believes that there is sufficient
information to establish a standard to
provide reasonable assurance of the
safety and effectiveness of the device.
The agency also believes that general
controls alone are insufficient to control
the riskito health presented by the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513, '
701(a), 52 Stat. 1055, 90 Stat, 540-540 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food andDrugs

I I • I I II
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proposes taaniendPart 868 in Subpart F
by adding new. §-868.5550,.to read as
follows:

§ 868.5550 Anesthetic.gasmask.
(a) Identification. An anesthetic gas

mask is a device, usuallymade of
conductive rubber, thatis positioned
over a patient's nose or mouth to direct
anestheticgases to the upper airway.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2.198o, submit to the Hearing
Clerk (HFA-305],Food and Drug
Administration, Rmn 4-65, 5600 Fishers
Lane, Rockville; MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document Received comments
may be seenin the above office between
9 a.m. and 4 p.m, Monday through
Friday.

Dated: October4,1979.
William F. Randolph,
ActingAssocxted Commissionerfor
BegulatoryAffai-.
[FR Dor. 79-33432 Filed 11-1-79; &43"aml
BILUNG CODE 4110-034M

21 CFR Part 868

[Docket No. 78N-1755]

Medical Devices;, Classification of Gas
Mask Head Straps I
AGENCY: Food andDrugAdministratibn.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA] is issuing for
public comment a proposedregulation
classifying gas mask head straps into
class I (general controls). The effect of
classifying a device into class is to
require that the device meet only the
general controls applicable to alL
devices. FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel-that the
device be classified into class II
(performance standards). After
considering public comments, FDA will
issue a finalregulation classifying the
device. These, actions are being taken
under the MedicalDevice Amendments
of 1976.
DATES: Comments by'January 2.1980.
FDA proposes thatthe finalregulation-
based. on-this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS:-Written comments-to the
office of the Hearing Clerk (EA-305),.

Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville,.MD
20857.
FOR FURTHER INFORMATION CONTACT:.
James R. Veale, Bureau of Medical
Devices (HFK--430), Food and Drug
Administration, Department of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,301-427-
7226.
SUPPLEMENTARY INFORMATION:-

Panel Recommendation

A proposal elsewhere in this issueof
the Federal Register provides
backgroundinformationaconcerning the,
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, and FDA advisory
committee, made the following
recommendation regarding the
classification of gas mask head straps:

1. Identification: A gas mask head
strap is a device used to hold an
anesthesia gas mask in position on a
patient's face.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary ofreasons for
recommendation: The Panel
recommends that the gas mask head
straps be classified into class II
(performance standards] because the
Panel believes that the design of, and
the materials used in. the device mustbe
controlled to assure that when the
device is used in an explosive
atmosphere, an explosion does not occur
from static-electricity due to the use of
non-conductive materials. The Panel
also believes that a standard is
necessary to prevent nerve damage
which might be caused by excessive
strap pressure, and to prevent dermatitis
which might be caused by material that
is not biocompatible or sterile. The
Panel believes that general controls will
not provide sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the-safety and
effectiveness of the device and that
there is sufficient information to
establish a-standard to providesuch
assurance. The Panel noted'that
standards'are being developed by
committees of theAssociation of
Operating Room Nurses and the
National Fire Protection Association.

4. Summary of data on which the
recommendation is basecd The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, this device.

There has been widespreadcuse of gas
mask head straps for manyyears.

5. Risks to health: (a) Explosion: Static;
electricity from the use of
nonconductive materials may cause an
explosion if the device is used in an
explosive environment. (b) Nerve
damage: Excessive strap pressure may
cause nerve damage if the strap is used
for a long period of time. (c) Dermatitis:
Adverse skin reaction may occur if the
strap material is not biocompatible or
sterile.

Proposed Classification

FDA disagrees with the Panel
recommendation and is proposing that
gas mask head straps be classified into
class I (general controlsl with no
exemptions. Because users are familiar
with these simple devices and have used
them successfully for many years
without significant problems, the agency
believes that a performance standard is
unnecessary. The agency believes that
general controls, including appropriate
labeling regarding the conductivity or
nonconducivity of-the device and.
warnings againstuse of the
nonconductivedevice hithepresence of
flammable-anesthetic agentsare
sufficlentto control the risks to health-
presented by the device..

Therefore, under the-FederalFood,
Drug, and CosmetimAct (secs513,.
701(a), 52 StaL1055, gf StaL 50-546 (21
U.S.C. 360c, 371(al)) and underauthority.
delegated to him (21 CFR5.1), the
Commissioner of Food. and Drugs
proposes to amendPart 6&fin Subpart F
by addingnew § 88.5560, to reaclas
follows:

§ 868.5560 Gas mask headstrap-.
(a) Iden1ffcation. A gas mask head

strap is a device used'tohold an
anesthesfa gas:mask in position on a
patients face.

(b) Classfftibir. ClassI (general
controls).

Interested persons may, on orbefore
January 2,1980, submit to. the Hearing
Clerk (HFA 305], Food andfDrug
Administration, Rm. 4-65,5600 Fishers
Lane, Rockville.MD 20857, written
comments regarding this proposaLFaur
copies of any comments are to be-
submitted. exceptthatindividuals may
submit one copy.-Commentsaretrbe
identified with the Hearing Clerk docket
number foundinbrackets imthaheading
of this documenLReceived. comments
maybe seerin-the above officebetween
9 a~m. and-4p.m., Monday through-
Friday.
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Dated: October 9. 1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Doe. 79-33433 Filed 11-1-79:8:45 am]

BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1756]

Medical Devices; Classification of
Nonrebreathing Masks

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA] is issuing for
public commenf a'proposed regulation
classifying nonrebreathing masks into
class II (performance standards]. FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the'device be
classified into class I. The effect of"
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA -will, issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976."
DATES: Comments by Jahuary 2,1980.: -
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk HFA- 305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia,
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of,
the Federal Register provides ,
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of nonrebreathing masks:

1. Identification: A nonrebreathing
mask is a device fitting over the face
that is used to supplement a patient's
inspired oxygen. It uses one-way valves

to prevent thepatient from rebreathing
exhaled gases.

2. Recommended classification Class
II (performance standards). The Panel
recommends that establishing a
performance stajidard for this device be
a medium priority.

3. Summary of reasons for
- recommendation: The Panel

recommends that the nonrebreathing
masks be classified into class 11
(performance standards) because the
-Panel believes that the design of the
device should be controlled to agsure
that the one-way valies operate
properly and that the correct gas
concentration is delivered to the patient.
The Panel believes that general controls
will not provide sufficient control over

* these characteristics. Although this
device is life supporting, the Panel
believes that permarket approval is not
necessary to provide reasonable
assurance of the safety and
effectiveness of the device because
there is sufficient information available
to establish a performance standard that
will provide such assurance.

4. Summary of data on which the
recommendation is-based: The Panel
based its recommendation on the Panel
members' personial knowledge-of, and
cliical eiperience with, nonrebreathing

- masks. The Panel also cited the
*evaluation of disposable oxygen masks
by the Emergency Care Research

- Institute (Ref. 1).
5. Risks to health- (a) Asphyxia: If the

one-way valves do not operate properly,
the patient could be asphyxiated due to
lack of oxygen. (b] Hypoxia: If the mask
fits the patient poorly, leakage could
result, and dilution of thb supplemental
oxygen concentration may lead to
patient hypoxia (insufficient oxygen).

Proposed Classification.

FDA agrees with the Panel
recommendation and is proposing that
nonrebreathing masks be classified into
class II (performance standards).
Although this device is often used in a
life support system, the agency believes
that the device itself is not directly life
supporting. Therefore, the agency
believes that premarket approval is
unnecessary because there is sufficient
information to establish a performance
standard for this device. The agency
also believes that general controls alone
are insufficient to control the risks to
health presented by the device.

References

The following information has been
l5laced in the office of the Hearing Clerk

( (address above) and may be seen by
interested persons, from 9 a.m. to 4 p.m.,
Monday through Friday.

1. "Disposable Oxygen Masks,"
Health Devices, 6(7): 157-171, 1977.

Therefore, under the Federal Food,
Drug, and Cosmetic Act' (sacs, 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioiier of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5570, to read as
follows:

§ 868.5570 Nonrebreathing mask.
(a) Identification. A nonrebreathing

mask is a device fitting over the face
that is used to supplement inspired
oxygen. It utilizes one-way valves to
prevent the patient from rebreathing
previously exhaled gases.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket'
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9, 1979,
William F. Randolph,,
Acting Associate Commissioner for
RegulatoryAffairs.
IFR Doec. 79-33434 Filed 11-1-7: 8:45 aml

BILLING CODE 4110-03-M

21 CFR Part 868
[Docket No. 78N-1757]

Medical Device;; Classification of
Oxygen Masks
AGENCY: Food and Drug Administration,
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying oxygen masks into class I
(general controls). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel and the General Hospital Device
Classification Panel that the device be
classified into class I. The effect of
classifying a device into class I is to
require that the device meet only the
general controls applicable to all
devices. After considering public
comments, FDA will issue a final
regulation classifying the device. Th6so

I l
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actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposabecome effective
30 days after the date of its publication
in the Fgderal Register.
ADDRESS:.Written comments to-the
office of the. Hearing Clerk (hFA-305],
Food and Drug Administration, Rm. 4-
65, 5600 Fishers.Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. VealeBureau of Medical
Devices (HFK-430), Food andDrug
Administration, Department of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring;MD 20910.301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewherein this issueof

the Federal Register provides
background information concerning the
development of the proposedregulation.
The Anesthesiology Device
Classification-Panel and the General
Hospital Device ClassificationPanel,
FDA advisory committees, made the
following recommendation regarding the
classiffcation-of oxygen masks:

1. Identification: An oxygen mask is a
device placed over the patient' nose
andmouth to administer oxygen.

2. Recommended:classificatio:,The
Anesthesiology Device Classification
Panel and the. GeneralHospital and
PersonalUse Device Cas sificatioir
Paneirecommend that this devicebe
classified into class&(general controls).
The Panels recommend that there:be no
exemptionsTor this device.

3. Summary of reasonsfor
recommendation: ThePanels.
recommend thatoxygen masks:be
classified into class-Ibecause general
controls are sufficient to provide
reasonable assurance ofthe safety and
effectiveness of the device. The Panels
do not believe that this device requires
performance standards to control the
identified risks to health.

*4. Summary of data on which the
recommendation is based: The Panels
based their recommendation on the
Panel members' personal knowledge of,
and clinical experience with, this device.

5. Risks to health: The Anesthesiology
Device Classification Panel identified
the following risks to health. (a)

- Delivery of ihappropriate oxygen.
concentration: Excessive flow resistance
may result in the delivery of an
inappropriate oxygen concentration to
the patient. (b) Eye injury: If the device
is not of an appropriate size or shape to
fit the patient the patient's eye may be

injured. The General Hospitl and
Personal Use Device Classification
Panel identified the following risks to
health: (c) Infection: If the device irnot
sterile, infection may result. (d)
Inadequate oxygen delivery-If the mask
leaks excessively due to a poor fit. the
appropriate amount of oxygen may-not
be delivered to the patient.
Proposed Classification

FDA agrees with the Panels"
recommendation and is proposing that
oxygen masks be classified into class I
(general controls)with no exemptions.
The agency believes that general
controls are sufficient to provide
reasonable assurance ofthe safety-and
effectiveness of the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (Secs.513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) andunder authority
delegated to him (21 CFR 5.1). the
Commissioner of Food and drugs
proposes to amend Part 868 in Supbart F
by adding new § 868.550, to read as
follows:

§ 8698.5580 Oxygen mask.
(a) Identification. Ar oxygen mask is

a device placed over the patient's nose
and mouth inadminister oxygen-

(b) Classification. Class I (general
controls),-

Interested persons may,,on or before-
Januay 2.19&o, submittcL the Hearing-
Clerk WHFA-305). Food and Drug
Administration; Rm. 4:!-65, 560( Fishers
Lane, Rockville, MD 20857. written
comments regarding this proposaLFour
copies of any comments are-tobe,
submitted, except that individuals may
submit one copy..Comments are to:be
identified with-the Hearing Clerk docket,
number founin. brackets in theheading
of this document. Received comments
may be seen in the above office between
9 aam. and4 p.m., Monday through
Friday.

Dated: October 9.1979 .
William F. Randolph,
ActingAssocYate Commissionerfor
RegulatoryAffairs_
[FR Do.9-334 Fed lU-1--9&45 m
BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No._78N-17581

Medical Devices; Classification of.
Scavenging Masks
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for

public comment aEproposedregulation
classifying scavenging masks intaclass
II (performance standardsl. FDAi& also
publishing therecommendationafthe
Anesthesiology DeviceClassificatiom
Panel that the device baclassifiedinto
class II. Theeffect of classifying a
device into class H is toprovide for the
future development of one or more
performance standards to'assure the
safety and effertiveness of thedevice.
After considering publim commentsEDA
will issue a final regulation c'assifying
the device. Theseactfons arebeing
taken under theMedical Device-
Amendments of 1976.
DATES-. Comments:hy-Jauary, -2,19.
FDA proposes7 that thefinaliregulatiEo
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comment-fo -the-
office of the Hearing Clerk (HFA.-305),
Food and Drug Administration, Rm. 4-
65, 5600Fishers Lane; Rockville, Mb
20857.
FOR FURTHER INFORMATIO?(CONTAC"
James R. Veale, Bureau-of Medical.
Devices (HFK-430), Food and Drug
Administration. Department ofH-ealth,
Education, and Welfare,_8757 Georgia
Ave., Silver Spring, MD 20910. 3-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewherein:thLs issue of.

the FederalRegister provides
background infaonnation.conceming the.
development of the proposedregultion-
The AnesthesiblogyDvice&
Classification PaneLan FDA advisory
committee, made the T ifowing
recommendation.regarding the-
classification of scavengingmasks.

1. Identification: A.scavengingmaskis
a devicepositioned over apatientanose
to deliver anesthetia oranalgesiagases
to the upper airway and taremave-
excess and exhale&-gasILfsusualy
used during dentistry.

2. Recommended classification: Class
H (performance standardsl. The Panel
recommends thatestablins g a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that scavenging masks be
classified into class I (performance
standards) because the Panel believes
that the design of, and the materials
used in. the device mustba controlled to
assure adequate connector fittings,
which prevent leakage of gas or
accidental disconnecto,- Inaddition,
the Panel believes that the size and
shape of the mask must be controlled to
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prevent leakage of gasjfrom the area
between the face and rim of the mask
and to prevent eye injury. The Panel
believes that general controls will not
provide sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and -
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based:'The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, scavenging
masks and related devices. These"
devices have been widely used for many
years.

5. Risks to health: (a) Failure'to
deliver gas: Improper connector fittings
may result in partial or complete
disconnection of the gas line from the
mask. (b) Decrease in volume delivered:
Improper connector fittings or improper
fit of the mask to the face may result in
leakage of gas from these areas and
delivery of insufficient gas to the
patient. (c) Rebreathing: Excessive
volume in the mask may result in
rebreathing of exhaled gases. (d) Eye
injury: Improper fit of thWe mask to the
face may result in eye injury.

Proposed Classification

FDA agrees with the Panel'
recommenidation and is proposing that
scavenging masks be classified into
class II (perfo ance standards). The
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presentbd by the device.A performance
standard will provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device. •

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him [21 CFR 5.1), the
Commissioner of Food and Drugs'
proposes to amend Part 868 in Subpart F
by adding new § 868.5590, to read as
follows:

§ 868.5590 Scavenging mask.
(a) Identification. A scavenging mask

is a device positioned over a patient's
nose to deliver anesthetic or analgesic
gases to the upper airway and to remove
excess and exhaled gas. It is usually
used during dentistry.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers

. Lane, Rockville, MD 20857, Written
comments regarding this proposal. Four
copies of any comments are to be
submitted,/except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
-of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9, 1979.
William F. Randolph,
ActingAssociate Commissioner for
RegulatoryAffairs.
[FR Dor. 79-33436 Filed 11-1-79; 8:45 am]
BILUNG CODE 4110,-03-M

21 CFR Part 868

[Docket No. 78N-1759]

Medical Devices; Classification of
Venturi Masks

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
cla'ssifying venturi masks into class II
(performance standards). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel and the General Hospital and

* Personal Use Device Classification
Panel that the device by classified into,-
class II. The effect of classifying a
devi~e into class II is to provide for the
future development of One or more
performance standards to assure the
safety and effectiveness of the device.

,After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken-unde rthe Medical Device
Amendments of 1976.
DATES: Comments by January 2; 1980. -

FDA proposes that the final regulation
based on this proposal become effective
30 days-after the date of its publication
in the Federal Register. -

ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
'65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices CHFK--430)} Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia

Ave., Silver Spring, MD 20910, 301-447-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this Issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of venturl masks:

1. Identification: A venturl mask is a
device containing an air-mixing
mechanism used to dilute 100 percent
oxygen to a predetermined
concentration before delivery to a
patient.

2. Recommended classification: The
Anesthesiology Device Classification
Panel and the General Hospital and
Personal Use Device Classification
Panel recommend that this device be
classified into class II (performance
standards). Both Panels recommend that
establishing a performance standard for
this device be a medium priority.

3. Summary of reasons for
recommendation: The Anesthesiology
Device Classification Panel and the
General Hospital and Personal Use
Device Classification Panel recommend
that the venturi mask be classified into
class II (performance standards)
because the Panels believe that the
design of, and the materials used in, the
'device should be controlled to assure
that the patient suffers no skin irritation
from the the mask and that the mask
delivers the prescribed oxygen
concentration to the patient. The Panels
believe that general controls will not
provide sufficient control over these
characteristics. Although this device Is
life supporting, the Panels believe that
premarket approval isnot necessary to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information
available to establish a performance
standard that will provide such
assurance.

4. Summary of data on which the
recommendation is based: The Panels
based their recommendation on the
Panel members' personal knowledge of,
and clinical experience with,'this device,
as well as its widespread use and
acceptance. The Anesthesiology Device
Classification Panel noted that the use
of venturi masks is mentioned in all
standard textbooks on respiratory
therapy.

5. Risks to health: The Anesthesiology
Device Classification Panel and the
General Hospital and Personal Use
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Device Classification Panel identified
the following risks to. health: (a)
Inappropriate oxygen delivery: If the
mask becomes disconnected from the
oxygen source or if the mixing orifice is
not properly constructed, the amount of
breathing gas delivered to the patient
may be reduced. (bh)Inappropriate
oxygen concentration: If the air
entrainment (mixing) mechanism does
not function properly;the specified
oxygen concentration may be in: error,
causing the patient to receive too little
or too much oxygen. The General
Hospital and Personal Use Device
Classification Panel identified the
following additional risk to health: .p),
Adverse tissue reaction: If the mask
material is incompatible with human
tissue, the patient may have an adverse
skin reaction.

Proposed Classification
FDA agrees with the

recommendations of both Panels and is
proposing that venturi masks be
classifie&into class II (performance
standards). Although: this device is often
used in alife support system, the agency
believes that the device itself is not,
directly life supporting. Therefore, the
agency believes that premarket approval
is unnecessary because there is
sufficientinformation to establish a
performance standard for this device.
The agency also believes that general
controls alone are insufficient to control
the risks to health presented by the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371Ca))] and under authority
delegated to him (21 CFR 5.1), the
Commissioner ofFood and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 88.5600, to read as
follows:

§ 868.5600 Venturi mask.
(a) Identifcation. A venturi mask is a

device containing an air-mixing
mechanism-used to dilute 100 percent
oxygen to a predetermined
concentration before delivery to a
patient.

(b) Classification. Class II
(performance standards).

Int~rested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, m. 47-65, 5600 Fishers
Lane,.Rockville, MD 20857,.written
comments regarding this proposaLFour
copies of any comments, are to-be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading

of this document. Received comments
maybe seen in the above office between
9 a.m. and 4 p.m.,,Monday through
Friday.

Dated October 9,1979.
Wdllam F. RancTolph,
Acting Associate Commissionerfor
RegulatoryAffairs.
[M Doc.79-33437 Filed lr-1-,9. t4Snmn

BILLNG CODE 4110-03-U

21 CFR Part868

[Docket No. 78N-17601

Medical Devices; Crassificatlon of
Membrane Lungs for Long-Term
Pulmonary Support
AGENCY: Food:and Drug Administration.
ACTION: Proposedrule.

SUMMARY: The Food and Drug
Administration (FDA) is issuingfor
public comment a:proposed regulation
classifying membrane lungs (for long-
term pulmonary support) into class 1117
(premarket approval). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class III. The effect of classifying a
device into class I is to require each
manufacture of the device to submit to
FDA a premarket approval application
at a date to be set in a future regulation.
Each premarket approval application
would include information concerning
safety and effectiveness tests for the
device. After considering public
comments, FDAwill issue a final
regulation classifying the device. These
actions are being takedi under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration. m. 4--
65, 5600 Fishers Lane. Rockville,MD
20857.
FOR FURTHER INFORMATION CONTACT.
James LVeale, Bureau of Medical
Devices (HFK-430), Food-and Drug
Administration, Department of Health,
Education, and Welfare. 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere ini this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.

The Anesthesiology Device
Classification Panel anFDA advisory-
committee, made thefollowing
recommendation regarding the
classification of membrane lungs.for
long-term pulmonary support-

1L IdentificationLAmembranelungis
a device used taprovide, extracorporeal
blood oxygenation forlonger thanzr
hours.

2. Recommendcedclassification.Class
EI (premarket approvall. ThePanel
recommends thatpremarket-approval of
this deviceabe a mediumpriority

3. Summary of reasons for
recommendationzThe Panel
recommends thatmembranalung be
classified into. cass III (premarket
approval] because the Ranal believes
that insufflcient~information exists to
determine the adequacy of general
controls, or to establish standards, to
provide reasonable assurance of the
safety and effectiveness of this device.
which is both life-sustaining an& life-
supporting.

Therefore. thedeviceLshoulcbe
subject to premarketapprovaltcrassure
that manufacturers satisfactorily
demonstrate the. safety-and
effectiveness of the device.

4. S ummar ofdataniwhich the
recommendatian:isbased- ThePanel
based its recommendation on a:
presentation. May. 20i961by Dr-.
Theodor KolohbmoChef of
Cardiopulmonary-AssistDaidces-.
National Heartan&LungInstitute
National InstitutesofHealth. Bethesda;
Maryland. Dr. Kolobaw discussed-the
need for long-termpulmonary-suppor.
for critically ill patients: and the
advantages of extracorporeal membrane

-oxygenation in reducing blood trauma.
However, Dr. Kolobow noted-that
extracorporeal membrane oxgenationis
a new technique andmust be used.
under well-controlled conditions by
physicians skilled and knowledgeable in.
its use.

5. Risks to health: (a)
Thrombocytopenia: Blood platelets
important to the dotting mechanism
maybe trapped in the device, resulting
in a tendency toward increased
bleeding. (b) Hemolysis: The red blood
cells may be damaged by the mechanicl
features of the extracorporeal circuit, or
they may be damaged if materials are
used that are not biocompatible. Cc)
Inadequate gas exchangezIfproper flow
and mixing properties ar notusedin
the extracorporeal circuit inadequate
oxygen delivery and carbon dioxide
removal may result.

Proposed Classification
FDAagrees-with the Panel and is

proposing that membrane lungs for long-
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term pulmonary support be classified
into class III (premarket approval). The
agency believes that insufficient
information exists to determine the
adequacy of general controls or to
establish standards, to.provide
reasonable assurance of the safety and
effectiveness of this life-sustaining or
life-supporting device. The agency also
agrees with the Panel that there are not
sufficient scientific and medical data to
demonstrate long-term safety and
effectiveness of the device.

Therefore, under the Federal- Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c. 371(a))) and under authority
delegated to him (21 CFR 5)1, the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5610, to read as
follows:

§ 868.5610 Membrane long for long-term
pulmonary support.

(a) Identification. A membrane lung is
a device used to provide extracorporeal
blood oxygenation for longer than 24
'hours.

(b) Classification. Class III (premarket
approval).

Interested persons may, on or before-
January 2,1980 submitto the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written ,
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified With the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments

-may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9,1979.
William F. Randolph,
Acting Associate Commissioner for
"RegulatoryAffairs
IFR Doc. 79-33438 Filed 12-1-79. 845 am]
BiLLING CODE 4110-03-M

21 CFR Part 868
[Docket No. 78N-1761]

Medical Devices; Classification of
Breathing Mouthpieces
AGENCY: Food and DrugAdministration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a Proposed regulation
classifying breathing mouthpieces into
class II (performance standards). FDA is
also publishing the recommendation of

the Anesthesiology Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register."

ADDRESS: Written comments to the
office of the Hearing Clerk (-FA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD

,20857.
FOR FURTHER INFO.RMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226. I
SUPPLEMENTARY INFORMATION:

Panel Recommendition
A-proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, and FDA advisory
committee, made the following
recommendation regarding the
classification of breathing mouthpieces:

1. Identification: A breathing
mouthpiece is a rigid device inserted
into a patient's mouth that connects
with diagnostic or therapeutic
respiratory devices.

2. Recommendeai classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that.breathing mouthpieces
be classified into class II (performance
standards) because the Panel believes
that the design of, and .the materials
used in, the device must be coritrolled to
assure that the device does not have
sharp edges that may la6erate the
patient's mouth and that it can be
cleaned adequately. The Panel believes
that general controls will not provide
sufficient control over thdse
characteristics. The Panel believes that
a standard will provide reasonable,
assurance of the safety and
effectiveness of the device and that

there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, breathing
mouthpieces.

5. Risks to health: (a) Laceration: If the
device has sharp edges, it could cut the
patient's mouth. (b) Infection. If the
device cannot be cleaned adequately,
infection may result.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
breathing mouthpieces be classified Into
class II (performance standards), Thu
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risk to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
informatioz to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 54-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5620, to read as
follows:

§ 868.5620 Breathing mouthpiece.
(a) Identification. A breathing

mouthpiece is a rigid device inserted
into a patient's mouth that connects
with diagnostic or therapeutic
respiratory devices.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal, Four
copies of any comments are to be .

-submitted, except that liidividuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.
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Dated: October 9 1979.
William F.Randolph,
ActingAssociate Commissioner for
RegulatoryAffairs.
[FR Doc. 79-33439 Filed 11-1-79; &45 am]

BILUING CODE 4110-03-M

21 CFR Part 868

Docket No. 78N-1762

Medical Devices; Classification of
Nebulizers
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying nebulizers into class II
(performance standards). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class IL The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (-FA-305),
Food and Drug Administration. Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD) 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of nebulizers:

1. Identification: A nebulizer is a
device used to add particulate liquids
via a spray to inspired gases that are
directly delivered to the patient. Heated,

ultrasonic, gas, venturL and refillable
nebulizers are included in this generic
type of device.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends thatnebulizers be
classified into class II (performance
standards) because the Panel believes
that the design of the device must be
controlled to assure that the device does
not promote infection due to bacteria in
the device, overhydrate or dry the
patient's airway due to improper fluid
output, or excessively heat the patient's
airway due to lack of adequate
temperature control. The Panel believes
that general-controls will not provide
sufficient control over these
characteristics. Although this device is
life supporting, the Panel believes that
premarket approval is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device
because there-is sufficient information
available to establish a performance
standard that will provide such
assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members"personal knowledge of, and
clinical dxperfence with, the device. The
Panel also cited the standard currently
being developed by the Z-79 Committee
of the American National Standards
Instiute concerning humidifiers and
nebulizers.

5. Risks to health. (a) Overhydration:
The delivery of a large amount of water
to the patient may result in a water
overload that could be hazardous.
particularly to small infants. (b) Drying
of airwayrIf the device does not

-sufficiently humidify the inspired gas
mixture, the patient may breath dry gas.
causing drying of the patient's airway.
(c) Burns or hyperthermia (elevated
body temperature): Excessive heating of
the inspired gas mixture by the
nebulizer may lead to burns in the upper
airway, trachea, and or facial areas, or
to hyperthermia. (d) Infection or allergic
reaction: Bacteria and other
microorganisms may multiply in the
warm, moist environment ofthe
nebulizer. Inhalation of these
microorganisms by the patient may
result in an infection or an allergic
reaption.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
nebulizers be classified into class II

(performance standardsl.Although the
device is often used ia life support
system, the agency believes thatthe
device itself iffnot directly life
supporting. Therefore. the agency
believes that premarket approvalis
unnecessarybecause-there is sufffcent
information to establish-aperformance
standard for this device. The agency
also believes thatgenera controls alone
are insufficien to: controlithe risks to
health presented by the device.

Therefore. under the Federal Food.,
Drug. and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055.90 StaL 540-546 (21
U.S.C. 360c. 371(a]] and under authority
delegated to him [21 CFR 5.1, the
'Commissioner ofFood. andDrugs
proposes to amend Part 86&"n SubpartF
by addingnew § 868.5630, to read as
follows:

§ 868.5630 Nebulizer.
(a) Icttrfea crm knebulizerfs a

device used to add particulate liquids
via a spray tainspired. gases that are
directly delivered to: thepatient. Heated.
ultrasonic; gas. ventud, and refillable
nebulizers are includedin, this generice
type of device-

(b] ClassfffciatL Classl
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk HFA-305). Food and Drug
Administration. Rnr.4-6, 5600 Fishers
Lane, Rockville. MD120857..written
comments regarding; thisproposa. Four
copies of any commentsareto be
submitted, excepLthat individuals may
submit one copy.Comments are to be
identified with the Hearing Clerkdocket
number found inbrackets in the heading
of this documenLReceived comments
may be seen inthe above office between
9 a.m. and 4 p.m;.,Monday-through
Friday

Dated October9 1979.
WilliamnF. Randolph,
Acting Associate C mussionerfor
ResulotoryAffaiizs
{FRt fl ,'-74 3itz1--7, &45 ant

UILLJ( COQE 4119-0m-u

21 CFR Part 868

[Docket No. 78M-17631

Medical Devices; Classification of
Medicinal Nonventilatory Nebutizers
(Atomizers)
AGENCcYFood andDrug Administration.
ACTION: Proposed rule.

SUMMArtY:The Food andDrug
Administration (FDAI is issuing for
public comment a proposed regulation
classifying medicinalnonventilatory

63389



Federal Register / Vol. 44, No. 214 / Friday, November 2, 1979 / Proposed Roles

nebulizers (atomizers) into class I
(general controls). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class I. The effect of classifying a device
into class I is to require that the device
meet only the general controls
applicable to all devices. After
considering public comments, FDA will
issue a final regulation classifying the
device. These actions are being taker-
under the Medical Device Amendments
of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulations
based on this proposal become effective
30 days after the date of its'publication.
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK--430], Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
Th6 Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of medicinal
nonventilatory nebulizers (atomizers):

1. Identification: A medicinal
nonventilatory nebulizer (atomizer) is a
device used to deliver liquid medication
to a patient in aerosol form.

2. Recommended classification: Class
I (general controls). The Panel -
recommends that the device be exempt
from the good manufacturingpractice
regulation under section 520(f) of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360j(f)).

3. Summary of reasons for
recommendation: The Panel
recommends that medicinal
nonventilatory nebulizers (atomizers) be
classified into class I (general controls)
because general controls are sufficient
to provide reasonable assurance of the
safety and effectiveness of the device.
The Panel does not believe that this
device requires performance standards
to control the identified risks to health.
The Panel believes that the device
should be exempt from the good

manufacturing practice regulation
because any defectjn the device that is
not readily detectable will not result in a
device failure that could have an
adverse effect on the patient.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: Aspiration of
components: If the device is poorly
designed or assembled, the patient may
aspiratb pieces of the device.

Proposed classification
FDA agrees with the Panel

recommen~dation and is proposing that
medicinal nonventilatory nebulizers
(atomizers) be classified into class I
(general controls). The agency believes
that general controls are sufficient to
provide reasonable assurance of the
safety and effectiveness of the'device.

FDA disagrees with the Panel's
recommendation that manufacturers of
medicinal nonventilatory nebulizers
(atomizers) be exempt from the good
manufacturing practice (GMP)
regulation under section 520(f) of the act
(21 U.S.C. 360jiff. The agency believes
that compliance with this regulation is
necessary to assure the quality of this
device and thus its safety, effectiveness,
and compliance with the adulteration
and misbranding provisions of thq, act.
Compliance with the GMP regulation
will help prevent production of
medicinal nonventilatory nebulizers
(atomizers) having defects that could
harm users.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5640 to read as
follows:

§ 868.5640 Medicinal nonventilatory
nebulizer (atomizer).

(a) Identification. A medicinal
nonventilatory nebulizer (atomizer) is a
device used to deliver liquid medication
to a patient in aerosol form.

(b) Classification. Class I (general.
controls).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane* Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted; except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket

number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9, 1979.
William F. Randolph,
Acting Associate Commissioner for
Regulatory Affairs.
[FR Doc. 33441 Filed 11-1-79; 845 am]

BILLING coo 4110-03-M

21 CFR Part 868

[Docket No. 78N-1764]

Medical Devices; Classification of
Esophageal Obturators

AGENCY; Food and Drug Administration,
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying esophageal obturators into
class I (performance standards). FDA Is
also publishing the recommendation of
the Anestheosiology Device
Classification Panel that the device be
classified into class 1. The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectivness of the
device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1970.
DATES: Comments by January 2, 1980,
FDA proposes that the final regulation
based on this proposal become effective
30 ddys after the date of its publication
in the Federal Register
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTRACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation,
The Anesthesiology Device
'Classification Panel, and FDA advisory
committee, made the following
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recommendation regarding the
classification of esophageal obturators:

1. Identification: An esophageal
obutator is a device inserted through the
patient's mouth to facilitate ventilation
of the patient during emergency
resuscitation by occluding (blocking) the
esophagus, thereby permitting positive
pressure ventilation through the trachea.
The device consists of a closed-end
semirigid esophagael tube that is
attached to a face mask.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that esophageal obturators
be classified into class ]I (performance
standards) because the Panel believes
that the design of, and the materials
used in, the device must be controlled to
prevent the occurrence of esophageal or
gastric trauma by assuring that the
device is of the proper size and shape,
and has no sharp edges.

The Panel believes that general
contrdls will not provide sufficient
control over these characteristics.
Although this device is life supporting,
the Panel believes that premarket
approval is not necessary to provide
reasonable assurance of the safety and
effectiveness of the device because
there is sufficient information available
to establish a performance standard that
will provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device. The
Panel noted that esophageal obturators
are widly used in emergency medical
care. The use of esophageal obturators
is well accepted by the medical
community, with instructional programs
and literature available through the
American Red Cross, the American
Heart Association, and the American
Medical Association.

5. Risks to health: Esophageal or
gastric rutpure: If the device is not of the
proper size, shape, and length, insertion
into the patient could cause gastric or
esophageal rupture.
Proposed Classification

FDA agrees with the Panel.
recommendation and is proposing that
esophageal obturators be classified into
class II (performance standards).
Although this device is life supporting,
the agency believes that premarket
approval is unnecessary because there
is sufficient information to establish a
performance standard to provide

reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that general controls alone
are insufficient to control the risks to
health presented by the device.

Therefore, under Federal Food, Drug,
and Cosmetic Act (secs. 513, 701(a). 52
Stat. 1055, 90 StaL 540-546 (21 U.S.C.
360c, 371(A))) and under authority
delegated to him (21 CFR 5.1), the'
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5650, to read as
follows:

§868.5650 Esophageal obturator.
(a) Identification: An esophageal

obturator is a device inserted through
the patient's mouth to facilitate
ventilation of the patient during
emergency resuscitation by occluding
(blocking) the esophagus, thereby
permitting positive pressure ventilation
through the trachea. The devi~e consists
of a closed-end semirigid esophageal
tube that is attached to a face mask.

(b) Classification. Class II
(performance standard).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65,5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in rackets in the heading
of this document. Received comments
may be seen in the above office between
9,a.m. and 4 p.m., Monday through
Friday.

Dated. October 9,1979.
William F. Randolph,
ActingAssociate Commissionerfor
RegulatoryiAffoits.
[FR Doc. 79-33442 Fed 1 &-1-79 :45 amj

BILUNG CODE 4110-03-M

21 CFR Part 868
[Docket No. 78N-1765]

Medical Devices; Classification of
Portable Uquld Oxygen Units
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying portable liquid oxygen units
into class II (performance standards).
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class I. The

effect of classifying a device into class H
Is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
2857.
FOR FURTHER INFORMATION CONTACT:.
James R. Veale, Bureau of Medical
Devices aHFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring. MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation with respect to the
classification of portable liquid oxygen
units:

1. Identification: A portable liquid
oxygen unit is a portable, thermally
insulated container of liquid oxygen that
is used for supplementation of a
patient's inspired oxygen. It is
sometimes accompanied by tubing and
an oxygen mask.

2. Recommended classification Class
II (performance standards. The Panel
recommends that establishing a
performance standard for this device be
a low priority. -

3. Summary of reasons for
recommendation: The Panel
recommends that portable liquid oxygen
units be classified into class II
(performance standards) because the
Panel believes that the design of the
device should be controlled to assure
that the device reliably delivers oxygen
to the patient and that is does not
present a hazard of fire or explosion.
The Panel believes that general controls
will not provide sufficient control over
these characteristics. Although this
device is life supporting, the Panel
believes that premarket approval is not
necessary to provide reasonable
assurance of the safety and
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effectiveness of the device because
there is sufficient information available
to establish a performance standard that
will provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
based-its Tecommendation on the Panel
members personal knowledge of, and
clinical experience with, the device and
on its widespread use-during the past 25
years.

5. Risks to health: (a) Bums: The-use
of oxygen in high -concentrationpresents
a fire hazard, with-the accompanying
possibility of burns. {b) Inappropriate
oxygen delivery: If the oxygen is not
delivered reliably, the-patient may
receive a breathing mixture with too low
or too high an oxygen concentration.
Proposed Classification

FDA agrees -with the Paneland is
proposing that the portable liquid
oxygen units be classified into class H
(performance standardsj. Although this
device supplies supplemental oxygen
that may, in an emergency, be -life
supporting, the agency believes that
premarket approval isiumnecessary
because there is sufficient information
to establish a performance standardfor
this device. The ogencyalso believes
that general controls are insufficient to
control the risks to health presented by
the device.

Therefore, -under-the Federal Food,
Drug, and Cosmetic Act Isecs. 513,
701(a), 52,Stat. 1055, .90 St;t. 540-546 :(21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioiierof Food-and Drugs
proposes to amend Part 868 in Subpart F
by addingnew § Z685655, to readas
follows:

§ 868.5655 Portable liquid oxygen unit.
. - (a) Identification. A portable liquid
oxygen-unit is-a portable, thermally
insulated container of liquid oxygen that
is used for supplementation of a
patient's inspired oxygen. It is
sometimes accompanied by tubing and
an oxygen mask.
(i Classification. Class II

(performance stahdards). -

Interested persons may, on or before
January 2,1980,-submit to the Hearing
Clerk (HFA305),Food and Drug
Administration, Rm. 4-65, 5600 Fishers.
Lane, Rockville, MD 20857, iwritten
comments regarding this proposal. Four
copies of.any comments are to be
submitted, except that individuals my
submit one copy. Comments are to be
identified-with the Hearing Clerk-docket
number found in-brackets in the heading
of this document.Receivedcommenfs
may be seen in the aboveoffice between

9 a.m. and-4 p;m., 'Monday through
Friday.

Dated. October 9,.1979.
William F. Randolph,
Acting Associated Commissionerfor
RegulatoryAffafrs.
[FR Doc.75-33443Mfed 21-1-79.-&4S am]
BILUNG CODE 4110-03-M

21 CFRPart868

[Docket No.178N-1766

Medical Devices; Classification -of
Electric-Powered Percussors
AGENCY. Food and Drug Administration.
ACTION: Proposedrule.

SUMMARY. The Foodand Drug
Administration (FDA) is issuing for
public comment a proposed xegulation
classifying electric-powered percussors
into class 11 (performance standards).
FDA is also publishing the"
recommendation of the Anesthesiology
Device Classification.Panel that the
device be classified into class II. The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure 'the safety and effectiveness of
the device. After considering public
comments, FDA will issue-a final
regulation classifying the device. These
actions are being taken under the
Medical Device Aniendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to -the
office of the Hearing Clerk {HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food andDrug
Administration, Department ofHealth,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
backgroundinformation concerning the
development of the proposed Tegulation.
The Anesthesiology Device
Classification-Panel, anFDA advisory
committee, made the following
recommendation regarding the
classification ofelectric-powered
percussors:

. 1. Identification: An electric-powored
percussor is a device used to transmit
vibration through a patient's chest wall
to aid in freeing mucus deposits in the
lung in order to improve bronchial
drainage.

2. Recommended classification: Class
II {perforrnance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for ,
recommendation: The Panel
recommends that electric-powered
percussors be classified intq class I1
(performance standards) because the
Panel believes that the design of the
device must be controlled to assure that
the percussion stroke is not of such great
force and/or length that it could break
the ribs of the patient, and to assure that
users of the device cannot pinch their
fingers between the percussion ball and
the body -of the device. The electrical
design must be'controlled to assure that
the patient or operator does not recelve
an electrical shock due to excessive
leakage current. The Panel believes that
general controls will not provide
sufficient controls over these
characteristics. The Panel believes that
a standardwould provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation s based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, this device, and
on its -widespread use.
,5. IRisks to health: (a) Broken ribs:

Excessive force and/or length of the
percussion stroke may cause broken
ribs, particularly in elderly patients. (b)
Trauma: Narrow clearance between the
percussion ball and the body of the
device may cause injury to the users'
fingers. (c) Electrical shock: If the device
is not designedproperly, the patient or
operator may receive -an electrical
shock.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
electric-powered percussors be
classified into class 11 (performance
standards). The agency believes that a
performance standard is necessary for
this device blecause general controls
alone areainsufficient to control the risks
to health presented by this device. A
performance standard would provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
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information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5665, to read as
follows:

§ 868.5665 Electric-powered percussor.
(a) Identification. An electric-powered

percussor is a device used to transmit
vibration through a patient's chest wall
to aid in freeing mucus deposits in the
lung in order to improve bronchial
drainage.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket' "

number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.
- Dated: October 9, .979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs.
[FR Doc. 79-33444 Filed 11-1-79;, 845 aml

BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1767]

Medical Devices; Classification of
Rebreathing Devices
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying rebreatbing devices into
class I (general controls). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class L The effect of classifying a device
into class I is to require that the device
meet only the general controls
applicable to all devices. After
considering public comments, FDA will
issue a final regulation classifying the
device. These actions are being taken

under the Medical Device Amendments
of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
,65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of rebreathing devices:

1. Identification: A rebreathing device
is a device that enables the patient to
rebreathe exhaled gases. It may be used
in conjunction with pulmonary function
testing or for increasing minute
ventilation.

2. Recommended classification: Class
I (general controls). The Panel
recommends that the device be exempt
from good manufacturing practice
regulation under section 520(o of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360j(f).

3. Supnmary of reasons for
recommendation: The Panel
recommends that rebreathing devices be
classified into class I (general controls)
because general controls are sufficient
to pfovide reasonable assurance of the
safety and effectiveness of the device.
The Panel believes that the good
manufacturing practice regulation will
not improve the safety and effectiveness
of the device.

4. Summary of data on which the
recommendation is based- The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: None identified.
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
rebreathing devices be classified into
class L The Agency believes that
general controls are sufficient to provide

reasonable assurance of the safety and
effectiveness of the device.

In response to the Panel's
recommendation that manufacturers of a
rebreathing device be exempt from the
device good manufacturing practice
(GMP) regulation under section 520(f) of
the act (21 U.S.C. 360j(fo), FDA is
proposing that a manufacturer of this
device who does not label or otherwise
represent it as sterile be exempt, in the
manufacture of the device, from all
requirements in the GMP regulation
except § 820.180 (21 CFR 820.180), with
respect to general requirements
concerning records, and § 820.198 (21
CFR 820.198), with respect to complaint
files. Based on available information
about current practices used in the
manufacture of the device and user
experience with the device, the agency
has determined that application of the
GMP regulation, other than §§ 820.180
and 820.198, is unlikely to improve the
safety and effectiveness of the device.
The agency believes, however, that
manufacturers of a rebreathing device,
even when it is not labeled or otherwise
represented as sterile, must still be
required to comply with the complaint
file requirements of § 820.198 to ensure
that these manufacturers have adequate
systems for complaint investigation and
followup. The agency also believes that
manufacturers of a rebreathing device
must still be required to comply with the
general requirements concerning records
in § 820.180 to ensure that FDA has
access to complaing files, can
investigate device-related injury reports
and complaints about product defects,
may determine whether the
manufacturer's corrective actions are
adequate, and may determine whether
the exemption from other sections of the
GMP regulation is still appropriate. A
manufacturer of a rebreathing device
that is labeled or otherwise represented
as sterile is, in the manufacture of this
device, subject to the GMP regulation in
its entirety.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055,90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5675, to read as
follows:

§ 868.5675 Rebreathlng device.
(a) Identification. A rebreathing

device is a device that enables the
patient to rebreathe exhaled gases. It
may be used in conjunction with
pulmonary function testing or for
increasing minute ventilation.
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{bj Classification. ,Class -,.(general
controls). If the device is not labele&or
otherwise represented as sterile, itis
exempt from the goodmanufacturing
practice regulation .nPart,820-of this
chapter, with the-exception of §,20.180,
with xespectto generalrequirements
concerning records, ,and § 820.198, with
respect to complaint files.

Interested persons may on or before
January 2, 1980 submit to the Hearing
Clerk fHFA-305j, Food and Drug
Administration,Rm. 4-65, 5600Fishers
Lane, Rockville, .MI 20857- written
comments regarding this proposal. Four
copies of any-comments are to be
submitted, except that individuals may
submit one copy. iComments are to be
identified with the Hearing Clerk-docket
numberfound in brackets in the-heading
of this document. Received ,comments
may be seen in theabove office between
9 aam. and 4 p.m.,.Monday hrougl
Friday.

Dated: October 9. 1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs.
[FR Doc. 3445 Filed 11-1-79. 8:45 am]

BILUNG CODE 41D-03-U

21 CFR Part 868

[Docket'No.78N-17681

Medical Devices;Classification of
Incerttive Spirbmeters

AGENCY: Food and Drug Administration.
ACTION: PXoposed rule.

SUMMARY: The Food and Drug
Administration "FDA) is issuing for
public comment aproposed regulai6n
classifying incentive spiromelers into
class II performance standardsj.,FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class 11. The effect of
classifying a device into nlasslI is to
provide for the future development of
one or more performance standards 'to
assure the safety and effectiveness of
the device. After-considering public
comments, FDA-will issue a-final
regulation classifying -the device. These
actions are being taken-under-the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after The date of its publication
in the Federal Register.
ADDRESS: Written icomments-lo he
office of he Hearing Clerk kHFA-305),.
Food and Drug Administration, Rm. 4-

65, ,5600FisherslaneRockville,M2 D
20857.
FOR FURTHER INFORMATION CONTACT.

- James R. Veale,lBureau of'Medical
Devices,(HFK-430), ood and Drug
Administration, Department off-ealth,
Education, and Welfare,;8757 Georgia
Ave., Silver Spring, vMi) 20910, 301-427-
7226.
SUPPLEMENTARYTINFORMATION:

Panel Recommendation
Aproposal elsewhere in this issue of

the TederalRegister provides
background inf6rmnation concerning the
development of the proposed regulation.
The Anesthesiology-Device
Classification Panel, anFDA advisbry
committee, made the following
recommendation with respect to the
classification of incentive spirometers:

1. Identification: Anincentive
spirometer is -a device that indicates the
patient's breathing volume or-flow. The -

device is used to provide an incentive to
patients to -improve their ventilation.

2. Recommended classification: Class
II (performance standards). The-Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel

,recommends that incentive -spirometers
be classified into class 1I (performance
standards)fbecause the Panel believes
that the design of, and the materials
used in, The device must be controlled to'
assure that'the device does not have '
excessive flowresistance that would
cause it to display inaccurate volume or
flow data, that the -device structureis of
adequate strength to prevent inhalation
of broken or whole components of the
device, that the device can be cleaned
and sterilized to prevent foreign body
reaction and infection, and that-the
electrical-design is adequate to assure
that users do -not receive an electrical
shock. The Panel believes .that general
controls -willnot provide sufficient
control over these characteristics. The
Panel believes that a standard would
provide-reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient -information
to establish a standard.

4. Summary of data on-which the
recommendation is based: The Panel
based itsreconimendation on the Panel
members' personal knowledge of, and
clinical experience with,.incentive
spirometers,

5. Risks to-health: (a) Inappropriate
therapy:. 1ifthe device does not measure

,the patient's inspired volume or flow
accurately, the device may not
accurately indicate lungcondition, -and

thereby cause -the administration of
inappropriate therapy'to the patient, (b)
Infection: Inadequate cleaning and
sterilization-ofthe device may result in
patient infection. (c) Electrical shock: If
the -device is not designed properly, tho
patient may receive an electrical shock.
1d) Inhalation of foreign material:
Breakage of internal parts, or in
adequate cleaning of the device may
result in the inhalation of foreign
material.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
the incentive spirometer be classified
into class II (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device, A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,.
7e1(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioher of Food and Drugs
proposes to amend Part 868 In Subpart F
by adding new § 868.5690, to read as
follows:

§ 868.5690 Incentive spirometer.
(a) Identification. An Incentive

spirometeris a device that indicates the
patient's breathing volume or flow. The
device is used to provide an incentive to
patients to improve their ventilation.

(b) Classification. Class I
(performance standards).

Interested persons may, on orbefore
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal, Four
copies of any -omments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in'brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.
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Dated. October 9,1979.
William F. Randolph,
Acting Associated Commissionerfor
RegulatoryAffairs.
[FR Doc 79-33446 Fed 11-1-7: 8:45 am]

BILUNG CODE 4110-03-M

21 CFR Part 868

tDocket No. 78N-1769]

Medical Devices; Classification of
Oxygen Tents

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA] is issuing for
public comment a proposed regulation
classifying oxygen tents into class I
(general controls). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class I. The effect of classifying a device
into class I is to require that the device
meet only the general controls
applicable to all devices. After
considering public comments, FDA will
issue a final regulation classifying the
device. These actions are being taken
under the Medical Device Amendments
of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing. Clerk (HFA-305],
Food and Drug Administration, Rm. 4--
65, 5600 Fishers Lane, Rockvili, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430, Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.

SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, and FDA advisory
committee, made the following
recommendation regarding the
classification of oxygen tents:

1. Identification: An oxygen tent is a
non-powered device that encloses the
patient's head and upper body to
contain oxygen delivered to the patient

2. Recommended classification: Class
I (general controls). The Panel
recommends that the device be
exempted from good manufacturing
practice (GMP) regulations under
section 520(f) of the Federal Food. Drug,
and Cosmetic Act (21 U.S.C 360j(0).

3. Summary of reasons for
recommendation: The Panel
recommends that oxygen tents be
classified into class I (general controls)
because general controls are sufficient
to provide reasonable assurance of the
safety and effectiveness of the device.
The Panel does not believe that this
device requires performance standards
to control the identified risks to health.
The Panel believes that the oxygen tent
should be exempt from the good
manufacturing practice regulations
because all defects of the device are
readily detectable before use.

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of. and
clinical experience with, the device.

5. Risks to health: Burns,
asphyxiation: Because of the presence of
high concefitrations of oxygen, use of
flammable materials in the device
creates a potentially severe fire hazard.
A fire could burn or asphyxiate the
patient.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
oxygen tents be classified into class I
(general controls). The agency believes
that general controls are sufficient to
provide reasonable assurance of the
safety and effectiveness of the device.
FDA disagrees with the Panels
recommendation that manufacturers of
oxygen tents be exempt from the good
manufacturing practice (GMP)
regulation under section 520(f) of the act
(21 U.S.C. 360j(D)f. The agency believes
that compliance with this regulation is
necessary to assure the quality of this
device and thus its safety, effectiveness,
and compliance with the adulteration
and misbranding provisions of the act.
Compliance with the GMP regulation
will help prevent production of oxygen
tents having defects that could harm
users.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5700, to read as
follows:

§ 868.5700 Oxygen tenL
(a) Identification. An oxygen tent is a

non-powered device that encloses the
patient's head and upper body to
contain oxygen delivered to the patient.

(b) Classification. Class I (general
controls).

Interested persons may, on or before
January 2.1980, submit to the Hearing
Clerk (HFA 305). Food and Drug
Administration. Rm. 4-65,5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m, Monday through
Friday.

Dated. October 9,1979.
William F. Randolph,
ActingAssoctate Commissioner for
ResulatoryAffairs.
(FR Doc- 7%,-3.07 Fled 11-1-75:&45 am]

1LUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1770]

Medical Devices; Classification of
Electrically-Powered Oxygen Tents

AGENCY, Food and Drug Administration.
ACTION: Proposed rule.

SUMMARr. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying electrically-powered oxygen
tents into class 1U (performance
standards). FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel and the
General Hospital and Personal Use
Device Classification Panel that the
device be classified into class IL The
effect of classifying a device into class HI
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration. Rm. 4-
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65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATJON CONTACT:.
James R. Veale, Bureau -oflMedical
Devices {HFK-40), :Food and Drug
Administration, Department -of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, -MD 20910, 301-427-
7226.
SUPPLEMENTARY IINFORMATION:

Panel 'Recommendation

A proposal -elsewhere in this issue of
the Federal Register -provides
background information concerning the,
development of the proposedregulaiion.
The Anesthesiology Device i
Classification.Panel, and the General
Hospital and Personal Device
Classification Panel, FDA advisory
committees, xnade the following
recommendation with respect to the
classifi6ation of electricallytpowered
oxygen tents:

1. Identification: An electrically-
powered oxygen'tent-is a devicethat
encloses the patient's head and, via fn
electrically powered 'unit, administers
inspiratory oxygen and-provides contr6l
of -the temperature nd iumidity. Tiis
generic type of device also includes the
pediatric aerosol tent.

2. Recommended classificatiom Both
the Anesthesiology Device
Classification Panel and-General
Hospital and-Personal Use Device
Classification Panel recommended that
the.lectrically-powered oxygen -tent be
classified into class I1 (performance
standardsl.'The AnesthesiologylDevice
Classification Panel recommends "that
establishing-a performance -standard for
this device ,be a ow priority. The .
General Hospital 'Personal Use Device
Classification Panel recommeids that
establishing a performance -standardoroi
this device be -a medium priority.

3. Summaryofreasonsfor -

recommendation: -oth Panels
recommend that electrically-powered
oxygentents be -classifiedinto -class I
(performance standards) because the
Panels believe that the design of, and
the materials used in, the'device mustb
controlled to assure that the. temperatur
and humidity are-regulated, that the
device has an alarm to warnof a drop r
temperature vhich could -cause '
hypothermia iof the patient,'and -that
electrical leakage current is-minimized
to prevent electrical -shock and reduce.
the:fire hazard. The Panels believe that
general controlswillnotprovide
sufficient control overthese
characteristics. The Panels believe that
a standard wouldprovideiriasonable
assurance vf-the safety and
effectiveness tof -the -deviceand'that -

there is sufficient information to
establish a standard.

4. Summary of data on whichthe
recommendation is based- The Panels
based theirxecommendation on the
Panelmenibers' personal knowledge of,
and clinical experience with.
electrically-powered oxygen tents. The
device has been in -widespread use for
many years, and its fundamental
principles and applications are well-
accepted.

5. The Anesthesiology-Device
Classification Panel identified the
following risks to health: .[a) Bums and
relatedrjuries: Because of the presence
of a ihgh concentration of oxygen, use-of
flaniiable materials andelectrical
power in the -device creates a potentially
severe fire hazard.A design weakness
or an operational malfunction could
result in an explosion orlire, causing
burns. [b) Electrical shock: If 1he device
is not designed'properly, fiepatient
may receive an electrical shock.'(c)
Hypothermia: An inadeguate
temperature conlrol-or lemperature
alarm may result in hypothermia of the
patient.

The General HospitalPersonal Use
Device Classification Panel identified
the following iss to health: (a]
Inadequate ventilatiri: Insufficient
oxygen'flow 'ate-may result in
inadequate ventilation and hypoxia. (b)
Inadequate humidificatiom insufficient
humidification may result in drying of
the patient's airway. 4c) Hypothermia,
hyperhermia: Faldure-of the temperature
controls could result in hypothermia -or
hyperthermia.

Proposedclasaification.

FDA agrees witi:tlbe ii~mendation
of the Anesthesiology Device
ClassificationPanel and the General
Hospital Personal Use Device
ClassfficationPariel and is proposing
that-he electrically-powered oxygen
tent be rclassifiedinto rlass.Il -
(performance standards). The agency
believes that -performance standard is

- necessary for this device ecause
e generalcontrols alone are insufficient :to
e control the risks tohealth presented by

the device. Aperformance standard
a would providereasonable assurance ,of

the safetyand effectiveness f the
device. The agency also believes that
there is sufficient information to
establisha standard -for this device.

Therefore, -under the Federal Food,
Drug, and Cosmetic Act {secs. 513,
701(a), 52,Stat. -1050, 20 Stat 540--546 121
U.S.C. 360c, 371{a)] and under authority
delegatedl o {him(21,CFR' 5.), the
Commissioner Pof Food and Drugs
proposes to amend Part-868 in SubparfF

by adding new § 868.5710, 1o read as
follows:

§ 868.5710 Electrlcally-powered oxygen
tent.

(a) Identification. A electrically-
powered oxygen tent is a device that
encloses the patient's'head and, via an
electrically powered unit, administers
inspiratory oxygen and provides control
of the temperature and humidity. This
generic type device also includes the
pediatric aerosol tent.

(b) Classification, Class 11
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5000 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the I-earing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October, 1979.
William Y. Randolph,
ActingAssociate.Commissionerfor
RegulatoryAffairs.
[FR Doe. 79-33448 Filed 11-1-7; 8:45 am]
BILNG 'CODE 4110-034-

21 CFR Part 868'

[Docket No.78N-1771]

Medical Devices; Classification of
Bronchlal Tubes

AGENCY: Food and Drug Administration,
ACTION: Proposed rule.

SUMMARY: The Food and-Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying bronchial tubes into class II
(performance standards). FDA Is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class M. The effect of classifying a
device into class II is to-provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a Imal regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
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30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FORFURTHER INFORMATION CONTACT!
James R. Veale, Bureau of Medical
Devices [HFK-430], Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation with respect to the
classification of bronchial tubes:

1. Identification: A bronchial tube is a
device used to differentially intubate a
bronchus (one of the two main branchbs
of the trachea leading directly to the
lung) in order to isolate a portion of the
lung distal to the tube.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that bronchial tubes be
classified into class II (performance
standards) because the Panel believes
that the design of, and the materials
used in, the device should be controlled
to assure that the device permits proper
ventilation of the patient, does not cause
trauma to the patient's airway, does not
promote infection, and is compatible
with human lung tissue. The Panel
believes that general controls will not
provide sufficient control over these
characteristics. The Panel believes that
although this device is life supporting,
premarket approval is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information
available to establish a performance
standard that would provide such.
assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and

-clinical experience with, the device, and
its widespread use for the past 25 years.

5. Risks to health: (a] Failure to
ventilate: If the bronchial tube becomes

kinked, or if the cuff that isolates the
portion of the lung fails, or if the
bronchial tube is not of the appropriate
configuration for use in a particular
portion of the lung, the patient may not
receive an adequate volume of breathing
gas. (b) Infection: If the device is not
sterile, infection may result. (c) Tissue
reaction: If the bronchial tube is
composed of a material that is
incompatible with lung tissue, it may
cause an allergic reaction. (d) Trauma: If
the device is too rigid, it may cause
trauma upon insertion.

Proposed Classification

FDA agrees with the Panel and is
proposing that bronchial tubes be
classified into class II (performance
standards). Although this device is life
supporting, the agency believes that
premarket approval is unnecessary
because there is sufficient information
to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that general controls alone
are insufficient to control the risks to
health presented by the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5720, to read as
follows:

§ 868.5720 Bronchial tube.
(a) Identification. A bronchial tube is

a device used to differentially intubate a
bronchus (one of the two main branches
of the trachea leading directly to the
lung) in order to isolate a portion of lung
distal to the tube.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65,5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9.1979.
William F. Randolph,
Actingissoclate Commfsslonerfor
RegulatoryAffoais.
IFR Doe. --_74-m FJld i-I-8. 45 aml
BOWNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1772]

Medical Devices; Classification of
Tracheal Tubes

AGENCY:. Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying tracheal tubes into class I
(performance standards). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the -
safety and effectiveness of the device.
After considering public comments, FDA
will Issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposalbecome effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305],
Food and Drug Administration. Rm.4,
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430]. Food and Drug
Administration. Department of Health,
Education. and Welfare, 8757 Georgia
Ave.. Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory-
committee, made the following
recommendation regarding the
classification of tracheal tubes:

1. Identification: A tracheal tube is a
device inserted into a patient's trachea
via the nose or mouth and used to
maintain n, open airway.
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2. Recommended-classification: Class'
II (performance standards]. ThePanel
recommends that establishinga
performance standard foris 'device be
a high priority.

3. Summary of reasons for
recommendation: Thel.Pnel
recommends that tracheal tubes be
classified into class 11 (performance
standards) because the Panel-believes
that the design of, and the materials
usedin, -the device shouldbe controlled
to assure that the patient can be
ventilated using the device, that the
device U-not easily occluded blocked)
by kinking or cuff problems,and that the
material used in the device doesnot
cause an allergic reaction orinfection.
The Panel believes ThatIgeneral controls
will nol provide sifficient control 'over
these dharacteristics. nAthough Ibis
device is life supporting, the-Panel
believes that premarket approval is not
necessary lo provide reasonable
assurance ofthe safely and' '
effectiveness of the devicebecause.
there is sufficientinformation available
to establish a performance standard that
will provide -such assurance.

4. Summary Of data on wlich the
recommendation is based The PPanel
baseditsxecommendation on thePanel
members" personalaconwlecge.of, and
clinical experience with, the device. The
device has been in widespread use
during the-past 25Tyears. The Panel also
cited 'he 'developmen of standards.for
tracheallubes 'by a -ommittee ofthe
American National Standards Institute.

5. Risks to health: Ta) Failure to
ventilate: Blockageof-the tube due io
kinking,'ruplure or -herniation -of the ruff,
.or impropershape may prevent
ventilation,of the patient. (b) Infection: If
the device is not sterile, infection may
result. (c) 'Tis.ue reactiom If the
materials sed in the device:are not
biocompatible, -they may cause-tissue •
reactions. d)'Tranma: ifhedaevice
materials are not.fexaible, the -patient's
airway may be injured during
intubation.

Proposed Classification
FDA agrees with the"Panel

recommendation and is proposing'that
tracheal tubes 'be classified into class II
(performance standards). Although the
device is life supporing, he agency
believes that premarketapprovalis
unnecessary because there is -sufficient
information to establish a -stafidard to
provide reasonable assurance -of the-
safety and effectiveness *f he device.
The agency also -believes thatgeneral
controls .alone are insufficient to control
the risks tohiealthlpresented by'the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic.-Act;(secs.513,
701(a), 52 :Stat. 1055, 90 Stat. 540-546'(21
U.S.C.360c, 371(a)) and under authority
delegated to him (21 CFR 5.1), the

Zomnissioner -of ood and Drugs
proposes toamend Part,868 in Subpart F
by adding -new -,.868.57O, to xead as
follows:

868.5730 Trachealltube.
(a] Identffication. Atracheal tube is a

device inserted into 'a-patient's trachea
via thenose or mouth and'used to
maintain an open airway.

(b) .Cas'sification. Class }I
(performance standards).

Interested personsmay; on or before
January2, , 1980 submit to the Hearing
Clerk -(-FA-305),.Food andfDrug
Administration, .Rm.4-65, 5600 ishers
Lane, RockviUe, MD D0857, written
comments regarding thisproposal. Four
copies ofany comments are to be
submitted, except that individuals may
submit one copy. Comments -are to be
'identified withthe Hearing Clerk docket
number 'found in brackets in'the heading
oTthis document. Received comments
mayteseen5n the above office between
9 a.m. and4-p.m., Monday through
Friday.

Dated:'October 9, 1979.

William F.Randolph,
Acting Asociale -Commissionerfor
RegulatoryAffairs. '
[FR Doc.79-33450Filed 11-1-R &45.amj
BLUNG CODE 4110-03-U

21 CFR Part 868

[DocketNo.. 78N-1773]

Medical Devices;'Classification of
TrachealiBronchial Differential
Ventilation Tubes
AGENCY:Food and Drug Administration.
ACTION: Proposedrule.

SUMMARY: The Food andlDrug
Administration(FDA) is issuing for
public comment a proposedregulation
classifying'tracheal/bronchial
differential-ventilationtubes into class I
(performancestandards). FDAisalso
publishing the recommendation of the
Anesthesiology Device 'Classification
Panel !hat the device beclassifiedinto
class 1L'The .effect of classffying a
device into-class 11-is to provide for the
future devplopment of one ormore
performance standards to assure the
safely.and edfectiveness of the device.
After considering public comments, FDA
will issue a'final-regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.

DATES: Comments'by January 2,1980.
FDA proposes that the final regulation
basedo n this proposal become effective
30 days after the date of its publication
in the Federal Register,
ADDRESS: Written comments to the
office of the Hearing Clerk (IFA-305J,
Food and Drug Administration, R-n, 4-
65, 5600 Fishers Lane, Rockville,'MD
20857.

FOR -FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices'HFK-430), Food and'Drug
Administration, Department of Health,
Education, and Welfare, Z757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.

SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this Issueot
the Federal Register provides
background information concerning -the
development of the proposed regulation.
The Anesthesiology -DdVice
Classification Panel,'an FDA advisory
committee, made the following
reeommendation with respect to the
classification of tracheal/bronchial
differential ventilation tubes:

1. Identification: An tracheal/
bronchial differential ventilation 'tuba -Is
a device used tolsolate the left or right
lung for anesthesia and pulmonary
function testing.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance'standard for this -device be
a lowpriority.

3. Summary of reasons for
recommendation: The Panel
recommends that 'tracheal/bronchial
differential vntilation tube be classified
into class II {performance standards)
because -the,?anel believes that 'he
design of, -and the materials used in, the
device mustbecontrolled to assure 1hat
the ventilation of the patient is not
impaired by kinking of the tube, failure
of the isolation cuff to-completely seal
the airway, or inappropriate shape; that
the:device does -notinjure the patient's
airway because it is too rigid; and that
the device is made ofbio-compatible
materials which cannot cause adverse
tissue reaction. 'The Panel believes that
general controls will not provide
sufficient control over these
characteristics. The Panel believes that
although this device islife supporting,
premarket approval is not necessary to
provide reasonable assurance of its
safety and-effectiveness because thero
is sufficient information available to
establish a performance'standard that
would provide such -assurance.
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4. Summary of data on which the
recommendation is based- The Panel
based its recommendation upon the
Panel members' personal knowledge of,
and clinical experience with, tracheal/
bronchial differential ventilation tubes.
The Panel noted that the standards for
tracheal tubes and cuffs and tracheal
tube connectors and adaptors developed
by the American National Standards
Institute would in large part be
applicable to tracheal/bronchial
differentialventilation tubes.

5. Risks to health- (a) Failure to
ventilate: If the bronchial tube becomes
kinked, or if the cuff that isolates the
portion of the lung fails, or if the
bronchial tube is not of the appropriate
configuration for use in a particular
portion of the lung, the patient may not
receive an adequate volume of breathing
gas. (b) Infection: If the device is not
sterile, infection may result. (c) Tissue
reaction: If the bronchial tube is
composed of a material that is
incompatible with lung tissue, an
allergic tissue reaction may occur. (d)
Trauma: If the bronchial tube is too
rigid, it may damage the patient's
airway during insertion.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
tracheal/bronchial differential
ventilation tubes be classified into class
11 (performance standards). Although
this device is life supporting, the agency
believes that premarket approval is
unnecessary because there is sufficient
information to establish to provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that general controls alone
are insufficient to control the risks to
health presented by this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513.
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5740, to read as
follows:

§ 868.5740 Tracheal/bronchial differential
ventilation tube.

(a) Ident'fication. An tracheal/
bronchial differentialventilation tube is
a deviceused to.isolate the leftor the
rightilung for anesthesia and pulmonary
function testing.

(b) Classification. Class II
(performance standards).

Interested persons may on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65,5600 Fishers

Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9.1979.
William F. Randolph,
ActingAssociale Commissioner for
RegulatoryAffair.
[FR Doc. 79-341 FLed 11-7 8:45 am]

BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 7N-1774]

Medical Devices; Classification of
Inflatable Tracheal Tube Cuffs

AGENCY. Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food ancLDrug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying inflatable tracheal tube cuffs
into class 1I (performance standards).
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class It. The
effect of classifying a device into class Il
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES. Comments by January 2.1980.
FDA proposes that'the final regulation
based on this proposal become effective.
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (MK-430). Food and Drug
Administration. Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides

background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation with respect to the
classification of inflatable tracheal tube
cuffs:

1. Identificatiom An inflatable
tracheal tube cuff is a device used to
provide an airtight seal between the
tracheal tube and the patient's trachea-

2. Recommended classification: Class
II (performance standards]. The Pane
recommends that establishing a
performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that inflatable tracheal
tube cuffs be classified into class II
(performance standards] because the
Panel believes that the design of. and
the materials used in. the device mu~t be
controlled to assure that the cuff is
permanently fixed to the tracheal tube
to prevent it from falling off and
obstructing the patient's airway, that the
cuff is properly inflated for adequate
ventilation and protection of the
patient's upper airway. that the device is
of the proper size and shape to prevent
injury to the patient's laryngeal and
tracheal walls, and that the device is
biocompatible to prevent allergic tissue
reaction. The Panel believes that general
controls will not provide sufficient
control over these characteristics. The
Panel believes that although this device
is life supporting, premarket approval is
not necessary to provide reasonable
assurance of the safety and
effectiveness of the device because
there is sufficient information available
to establish a performance standard that
will provide such assurance.

4. Summary of data onwhich the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, inflatable
tracheal tube cuffs. Tracheal tubes have
been widely used for the past 100 years.
The Panel also noted the publication of
a standard for tracheal tubes and cuffs
by the American National Standards
Institute Z-79 Committee (Ref. 1).

5. Risks to health- (a) Airway
obstruction: If the cuff comes off the
tracheal tube. itmay becomelodgedin
the airway and obstruct airflow. (bJ
Inadequate ventilation: If the cuff fails
to inflate, the patient willnot receive
adequate ventilation through the
tracheal tube. and the upper airway will
not be adequately protected. (C] Tissue
reaction: If the cuff is composed of a
material that is not compatible with the
tissues of the trachea, an allergic tissue
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reaction may occur. (d) Trauma: If the
cuff is not of the proper size,, shape, or
length, the laryngeal and/or tracheal
walls may be damaged.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
the inflatable tracheal tube cuff be
classified into class II (performance
standards). Although the device is life
supporting, the agency believes that
class III premarket approval is
unnecessary because there is sufficient
information to establish a standard to
provide reasonable assurance of the
safety and effectiveness of the device.
The agency also believes that general
controls alone are insufficient to control

'the risks to health presented by'the-..
device.

References

The following information has been
placed in the office of the Hearing Clerk
(address above) and m'ay be seen by
interested persons, from 9 a.m. to 4p5.m.,'
Monday through Friday.

1. American National Standards_
Institute, "Tracheal Tubes and Cuffs,'"
Z-79.1, 1974..

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,.
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(A))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
prpposes to amend Part 868 in Subpart F
by adding new § 868.5750, to read as
follows:

§ 868.5750 Inflatable tracheal tube cuff.

(a)'Identification. An inflatable
tracheal tube cuff is a device used to
provide an airtight seal between the
tacheal tube and the patient's trachea.

(b) Classification. Class 11
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug

.Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written'
comments regarding this proposal. Four-
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be-
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received'coiments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friddy. I

Dated: October 9, 1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Doc. 79-33452 Filed 11-1-79; 8.45 aml
BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1775]

Medical Devices; Classification of Cuff
.Spreaders

AGENCY: Food and Drug Administration.
ACTION:-Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying cuff spreaders into class L
(general controls). FDA is also
publishing the recommendation of the
'Anesthesiology Device Classification
Panel that the device be classified into
class I.The effect of classifying a device
into class Ills to require that the device
meet only the general controls
applicable to all devices. After
considering public comments, FDA will -
issue a final regulation classifying the
device. These actions are being taken.
under the Medical Device Amendments
of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),,
Food and Drug Administration, Rm. 4-,
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK--430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, and FDA advisory
committee, made the following
recommendation regarding the
classification of cuff spreaders:

1. Identification:.A cuff spreader is a
device used to install tracheal tube cuffs
,on tracheal and tracheotomy tubes.

2. Recommended classification: Class
I (general controls). The Panel

recommends that the device be
exempted from good manufacturing
practice regulation under section 520(f)
of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C 360j(f).

3. Summary of reasons for
recommendation: The Panel
recommends that cuff spreaders be
classified into class I (general controls)
because general controls are sufficient
to provide reasonable assurance of the
safety and effectiveness of the device.
The physician can easily determine
whether the device is safe and effective
by examining it.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: None identified,

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
cuff spreaders be classified into class I,
The agency believes that general
controls are sufficient to provide
reasonable assurance of the safety and
effectiveness of the device.

In response to the Fanel's
recommendation that manufacturers of a
cuff spreader be exempt from the device
good manufacturing practice (GMP)
regulation under section 520(f) of the act
(21 U.S.C. 360j()), FDA is proposing that
a manufacturer of this device who does
not label or otherwise represent it as
sterile be exempt, in the manufacture of
the device, from all requirements in the
GMP regulation except § 820.180 (21
CFR 820.180), with respect to general
requirements concerning records, and
§ 820.198 (21 CFR 820.198), with respect
to complaint files. Based on available
information about current practices used
in the manufacture of the device and
user experience with the device, the
agency has determined that application
of the GMP regulation, other than
§ § 820.180 and 820.198, is unlikely to
improve the safety and effectiveness of
the device, The agency believes,
however, that manufacturers of a cuff
spreader, even when It is not labeled or
otherwise represented as sterile, must
still be required to comply with the
complaint file requirements of § 820.100
to ensure that these manufacturers have
adequate systems for complaint
investigation and followup. The agency
also believes that manufacturers of a
cuff spreader must still be required to
comply with the general requirements
concerning records in'§ 820.180 to
ensure that FDA has access to
complaint files; can investigate device.
related injury reports and complaints
about product defects, may determine
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whether the manufacturer's corrective
actions are adequate, and may
determine whether the exemption from
other sections of the GMP regulation is
still appropriate. A manufacturer of a
cuff spreader that is labeled or
otherwise represented as sterile is, in
the manufacture of this device, subject
to the GMP regulation in its entirety.

Therefore, under the Federal Food.
Drug, and Cosmetic-Act-(secs. 513,
701(a), 52 Stat. 1055,90 Stat 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food andDrugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5760, to read as
follows:

§ 868.5760 Cuff spreader.
(a) Identification. A cuff spreader is a

device used to install tracheal tube cuffs
on tracheal and tracheotomy tubes.

(b) Classification. Class I (general
controls). If the device is not labeled or
otherwise representedas sterile, iLis
exempt from the good manufacturing
practice regulation in Part 820 of this
chapter, with the exception of § 820.180,
with respect to general requirements
concerning records, and § 820.198, with
respect to complaint files.

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy- Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9. 1979.
William F. Randolph,
ActingAssociate Commissionerfor
RegulatoryAffairs.
[FR Docr 79-33453 Fied 11-1-79 8:45 aml

BILING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1776]

Medical Devices; Classification of
Tracheal TUbe Fixation Devices
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.
SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying tracheal tube fixation
devices into class II (performance

standards). FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class I. The
effect of classifying a device into class H
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of itspublication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305,
Food and Drug Administration. Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare , 8757 Georgia
Ave., Silver Spring, MD 20910, 3M-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of theproposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made.the following
recommendation regarding the
classification of tracheal tube fixation
devices:

1. Identification: A tracheal tube
fixation device is a device used to hold
a tracheal tube in place, usually by
means of straps or pinch rings.

2. Recommended classificatiom Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendatiom The Panel
recommends that tracheal tube fixation
devices be classified into class H
(performance standards) because the
Panel believes that the design of. and
the materials used in, the device must be
controlled to assure that the patient is
properly ventilated, the device does not
cause tissue damage upon insartion. and
the device is composed of biocompatible
materials. The Panel believes that
general controls will not provide
sufficient control over these
characteristics. The Panel believes that
although this device is life supporting,

premarket approval is not necessay to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information.
available to establish a performance
standard that will provide such
assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of. and
clinical experience with, this device, and
its widespread use and acceptance in
the medical community.

5. Risks to health. (al Inadequate
ventilation: If the device fails to hold the
tracheal tube in place, the patient may
be inadequately ventilated. (bJ Tissue
raction: If the tracheal tube holder is
composed of a material that is not
compatible with body tissues, an
allergic tissue reaction may occur. (c]
Trauma: If the fixation. device is too
rough or abrasive, it may cause trauma
to the patient upon insertiom
Proposed Classification

FDA agrees with the Panel andis
proposing that the tracheaLtubefixation
devices be classified into class IL
(performance standards]. Although this
device is often used ina life support
system, the agencybelieves thatthe
device itself is not directlylife
supporting. Therefore, the agency
believes that premarket approval is
unnecessary because there is sufficient
information. to establish a standard to
provide reasonable assurance of the
safety and effectiveness of the device.
The agency also believes thatgeneral
controls alone are insufficient to control
the risks to healthpresented.by the
device.

Therefore, under the Federal Food.
Drug, and-CosmetioAct(secs-513,
701(a), 5Z Stat 1055, 90 Star. 540-546 (21
U.S.C. 360c, 371(a))] and under authority
delegated to him (21 CFR 5.1], the
Commissioner of-Food and Drugs
proposes to amend Part 868in Subpart F
by adding new § 868.5770, to read as
follows:

§868.5770 Tracheal tube fixation devices.
(a) Identification. A tracheal tube

fixation device is a device used to hold
a tracheal tube in place, usually by
means of straps or pinchrings.

(b) Classification. Class ]1
(performance standards).

Interested persons may, on or before
January 21980, submit to the Hearing
Clerk HFA-305), Food and Drug

Administration. Rm. 4-65, 5600 Fishers
Lane. Rockville. MD 20857,written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
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submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
maybe seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9, 1979.
William F. Randolph,
Acting Associate Commissioner for,
Regulatory Affairs.
(FR Doc. 79-33454 Filed 11-1-79. 8:45 am]"

BILLING CODE 4110-03-hl

21 CFR Part 868
[Docket No. 78N-1777]

Medical Devices; Classification of
Tube Introduction Forceps
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying tube introduction forceps
into class II (performance standards).
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class I. The
effect of classifying a device into class II"
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation

committee, made the following
,recommendation regarding the
classification of tube introduction
forceps:

1. Identification: A tube introduction
forcep (e.g., Magill forceps) is a right-
angled device used to grasp a tracheal
tube and place it in the patient's trachea

2. Recommended classification: Class
If (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that tube introduction
forceps be classified into class II
(performance standards) because the
Panel believes that the design of, and
the materials-used in, the device must be
controlled to assure that the tracheal
tube is not damaged or the patient's
airway injured from sharp edges on the
device. The Panel believes that general
controls will not provide sufficient
control over these characteristics. The
Panel believes that a standard will
provide reasonable assurance of the
safety and effectiveness of the device
and that there is sufficient information
to establish.a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendatiorn on'the Panel
members' personal knowledge of, and
clinical-experience with, tube

-introduction forceps. This device has
been widely used for many years.

5. Risks to health: Trauma: Sharp
edges on the device may cause trauma
to the patient's airway or the tracheal
tube.

Proposed Classification
oased on mis proposal become 1o-1311 FDAagrees with the Panel
-effective 30 days after the date of its recommendation and is proposing that
publication in the Federal Register. tube introduction forceps be classfied
ADDRESS: Written comments 'to the into class II (performance standards).
office of the Hearing Cleri. (HFA-305), The agency believes that a performance
Food and Drug Administration, Rm. 4- standard is necessary for this device
65, 5600Fishers Lane, Rockville, MD because general controls alone are
20857. insufficient to control the risks to health
FOP FURTHER INFORMATION CONTACT: presented by this device. A performance
James R. Veale, Bureau of Medical standard would provide reasonable
Devices (HFK-430)i Food and Drug assurance of the safety and
Administration, Department of Health, effectiveness of the device. The agency
Education, and Welfare, 8747 Georgia, also believes that there is sufficient
Ave., Silver Spring, MD 20910, 301-427- information to establish a standard for
7226. the device.
SUPPLEMENTARY INFORMATION: Therefore, under the Federal Food,

Drug, and Cosmetic Act (secs. 513,
Panel Recommendation 701(a), 52 Stt. 1055, 90 Stat. 540-546 (21

A proposal elsewhere in this issue of U.S.C. 360c, 371(a))) and under authority
the Federal Register provides delegated to him (21 CFR 5.1), the
background information concerning the Commissioner of Food and Drugs
development of the proposed regulation. proposes to amend,Part 868 in Subpart F
The Anesthesiology Device '.by adding new § 868.5780, to read as
Classification Panel, an FDA advisory follows: . .

§ 868.5780 Tube Introduction forceps.
(a) Identification. A tube introduction

forcep (e.g., Magill forceps) is a right-
angled device used to grasp a tracheal
tube and place it in the patient's
trachea.
. (b) Classification. Class II

(performance standards).
Interested persons may, on or before

January 2,1980 submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that Individuals may
submit one copy. Comments are to be
identified with theflearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m. Monday through
Friday.-

Dated: October 9,1979
William F. Randolph,.
Acting Associate Commissioner for
RegulatoryAffairs.
[FR Doc. 79-33455 Filed 11-1.-79 8:45 am]

BILLING CODE 4110-03-M

21 CFR Part 868
[Docket No. 78N-1778]

Medical Devices; Classification of
Tracheal Tube Stylets
AGENCY: Food and Drug Administration,
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for.,
public comment a proposed regulation
classifying tracheal tube stylets into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device Into class 11 is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in-the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rrn. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
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FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of tracheal tube stylets:

1. Identification: A tracheal tube stylet
is a device used to make a flexible
tracheal tube rigid in order to facilitate
intubation.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that tracheal tube stylets
be classified into class IT (performance
standards) because the Panel believes
that the design of, and the materials
used in, the device must be controlled to
assure that the patient's airway is not
injured due to improper tip shape or
length of the device, and to assure that
the device can be sterilized to prevent
infection. The Panel believes that
general controls will not provide
sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, tracheal tube
stylets.

5. Risks to health: (a] Trauma:
Improper tip shape or length may injure
the patient's airway. (b) Infection: If the
device is not sterile, infection may
result.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
the tracheal tube stylats be classified
into clhss II (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
sufficient to control the risks to health

presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
the device.

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 513,
701(a], 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5790, to read as
follows:

§ 868.5790 Tracheal tube stylet.
(a) Identification. A tracheal tube

stylet is a device used to make a flexible
tracheal tube rigid in order to facilitate
intubation.

(b] Classification. Class II
(performance standards].

Interested persons may, on or before
January 2,1980 submit to the Hearing
Clerk (HFA--305], Food and Drug
Administration. Rm. 4-65,5600 Fishers
Lane. Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any contments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9.1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs.
[FR Ooc33456 rdedU1-1-7n t.845 arI
BLLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1870]

Medical Devices; Classification of
Airway Connectors

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying airway connectors into class
1I (performance standards). FDA is also
publishing the recommendation of the'
Anesthesiology Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.

After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments byJanuary 2. 1980.
FDA proposes that the finalregulatfon
based on this proposal become effective
30 days after the date of its publication
in the FederalRegister.
ADDRESS' Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administation, Rm. 4-65,
5600 Fishers Lane, Rockville, MD 2087.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of'Medical
Devices (HFK-430). Food and Drug
Administration, Department of Health,
Education. and Welfare, 8757 Georgia
Ave., Silver Spring. MD 20910,301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in thisissue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of airway connectors.

1. Identification: An airway connector
is a device used to connect a breathing
gas source to a tracheal tube.

tracheotomy tube, or mask.
2. Recommended classification: Class

II (performance standards).The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends that airway connectors be
classified into class II (performance
standards) because the Panel believes
that the design of, and the materials
used in, the device must be controlled to
assure that leakage, disconnection, or
obstruction of the connector does not
occur during use. The Panel believes
that general controls will not provide
sufficient control over these
characteristics. The Panel believes that
although this device is life supporting,
premarket approval is notnecessary to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information
available to establish a performance
standard that would provide such
assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on. the Panel
members' personal knowledge of, and
clinical experience with, airway
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connectors. This device is widely used
and accepted. In addition, the Z-79
Committee of the American National
Standards Institute has developed a
standard for tracheal tube connectors
and adaptors (Ref. 1).

5. Risks to health: Inadequate
ventilation: Disconnection, separation,
or obstruction of the connector during
use may result in inadequate ventilation
of the patient.
Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
airway connectors be classified into
class I[ (performance standards).
Although this device is often used in a
life support system, the agency believes
that the device itself it not directly life
supporting. Therefore, the agency
believes that premarket approval is
unnecessajy because there is sufficient
information to establish a standard to
provide reasonable assurance of the
safety and effectiveness of the device.
The agency also believes that general
.Controls alone are insufficient to control
the risks to health presented by the
device.

Reference
The following information has been

placed in the office of the Hearing Clerk
(address above) and may be seen by
interested persons, from 9 a.m. to 4 p.m.,
Monday through Friday.

1. American National Standards
Institute, Tracheal Tube Connectors and
Adaptors, Z-79.2, 1976.

Therefore, under the Federal Food,
.Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C 360c, 371(as))) and under authori
delegated to him (21 CFR 5.12), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5810, to read as
follows:
§ 868.5810 Airway connector.,

(a) Identification. An airway
connector is a device used to connect a
breathing gas source to a tracheal tube,
tracheotomy tube, or mask.

(b) Classification. Class I
(performance standards).

Interested persons may, on or before
January 2, 1980 submit to the Hearing
Clerk (HFA-305), Food and Drug ,
Administration, Rm. 4-65, 5600 Fishers
Lane,.Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk dockel
number found in brackets in the headinE
of this document. Received comments

may be seen inthe above office between
9 a.m. to 4 p.m., Monday through Friday.

Dated: October 9, 1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
(FR Doc. 79-33457 Filed 11-1-79; 8:45 am]

BILLING CODE 4110-03-M

21 CFR Part 868
[Docket No: 78N-1781]

Medical Devices; Classification of
Dental Protectors
AGENCY: Food and Drug Adniinistration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying dental protectors into class II
(performance standards). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class 11 is to provide for the
future development of one or more
performance Standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administation, Rm. 4-65,
5600 Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Healih,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,
301-427-7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
deyelopmentof the proposed regulation.
The Anesthesiology Device
'Classification Panel, an FDA advisory
committee, made the following.
recommendation-regarding the
classification of dental protectors:

1. Identification: A dental protector is
a device used to protect the patient's
teeth during intubation or other

manipulative procedures within the oral
cavity.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that dental protectors be
classified into class II (performance
standards) because the Panel believes
that the design of, and the materials
used in, the device must be controlled to
assure that no traunma occurs to the
teeth because of the improper size,
shape, length, or surface qualities of the
device, and that the patient does not
contact an infection because of
inadequate sterilization of the device,
The Panel believes that general controls
will not provide sufficient control over
these characteristics. The Panel believes
that a standard would provide
reasonable assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, dental
protectors.

5. Risks' to health: (a) Trauma to teeth:
Improper size, shape, length, or suface
qualities of the device may result in
injury to the patient's teeth. (b)
Infection: Improper sterilization may
result in infection.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
dental protectors be classified into class
II (performance standards). The agency
believes that a performance standard Is
necessary for this device because
general controls alone are insufficient to
control the risks to health presented by
the device. A performance standard
would provide reasonable assurance of
the safety and effectiveness of the
device. The agency also believes that
there is sufficient information to '
establish a standard for the device,

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-540 (21
U.S.C 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5820, to read as
follows:

§868.5820 Dental protector.
(a) Identification. A dental protector

is a device used to protect the patient's

I '
I
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teeth during intubation or other
manipulative procedures within the oral
cavity.

(b) Classificaton. Class 11
(performance standards).

Interested persons may. on orbefore
January 2, 1980submit to the Hearing
Clerk HFA-305), Food and:Drug-
Administration,R11m. 4-65. 5600 Fishers
Lane, Rockville.MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy Comments are to be
identified with the Hearing Clerk docket
number foundin brackets in the heading
of this document. Received comments
may be seen in the above office between.
9 a.m. and 4 p.m., Monday through
Friday.

Dated. October 9.1979.
William F. Randolph,
ActingAssociate Commfssronerfor
RegulatoryAff ai-.
[FR Doc. ,9-33458 Fed 11-1-2.&45 amI
BILLING CODE 4110-03-M

21 CFR Part 868
[Docket No. 78N-1782]

Medical Devices; Classification of
Autotransfusfon Apparatus
AGENCY.-Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying autotransfusion apparatus
into class m (premarket approval). FDA
is also publishing the recommendation
of the AnesthesiologyDevice
Classification Panel that the device be
classified into class IlL The effect of
classifying a device into class I is to
require each manufacturer of the device
to submit to FDA a premarket approval
application at a date tube set in a future
regulation. Each premarket approval
application would include information
concerning safety and effectiveness
tests for the device. After considering
public comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation

-based on this proposal become effective
30 days after the date of its publication
in the Federal Register
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305J,
Food andDrugAdministration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.

FOR FURTHER INFORMATION CONTACT-
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration. Department of Health,
Education, and Welfare. 8757 Georgia
Ave., Silver Spring. MD 20910,301-427-
7226. -

SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
ClassificatioirPane. an FDA advisory
committee.made the following
recommendation with respect to the
classification of autotransfusion
apparatust

1. IdentificationrAn autotransfusion
apparatus.s a device that may consist
of a roller pump; nylon mesh filter,
reservior, and auxilliaryfilter used to
collect and reinfuse a patients blood
during surgery-

2. Recommended classification: Class-
M (premarket approval). The Panel
recommends- that premarket approval of
this device be a high priority.

3. Summary orreasons for
recommendatfon-The Panel
recommends that this device be
classified into class Il (premarket
approval) because the Panel believes
that the device is life sustaining and that
the hazards- presented by the device
cannot presently be controlled by a
standard. At the Anesthesiology Device
Classification Panel meeting of July 16,
1977, the Panel recommended that this
device be classified into class II
(performance standards) because the
Panel believed that the blood pumping
techniques were similar to those used
with cardiovascular bypass systems.
The Panel aLthat time believed that
there was sufficient information
available on cardiovascular bypass
systems so that standards could be
written. However, on August 9. 1978, the
Panel reassessed its recommendation on
the autotransfusion apparatus and
recommended that it be classified into
class M (premarket approval) because
the hazards presented by the device,
particularly air emboli, cannot at this
time be controlled by a standard.
Therefore,. the device should be subject
to premarket approval to ensure that
manufacturers satisfactorily
demonstrate the safety and
effectiveness of this device.

4. Risks to health: (a) Emboli (vascular
obstruction caused by a bit of matter
foreign to the blood stream. e.g.. air
bubbles, blood clots, etc.): Vascular
obstruction from particulate matter or

air bubbles may result from inadequate
blood filtration or the introduction of air
into the patient's circulatory system. (b}
Hemolysis: Damage to red blood-cels
may occur from improper materials used
in the apparatus (e.g., materials not
biocompatible with blood) and/or the
mechanical features of the
extracorporeal circuit. (c) Coagulopathy-
The patient may develop a blood
coagulation problem from the
anticoagulant therapy possibly
suggested for use with the device. (dl
Infection: Infection may result from
inadequate sterilizati ofthe
apparatus.

Proposed Classification
FDA agrees with thePanel

recommendation-andisproposing that
the autotransfusfrapparatus- be
classified into class ]I (premarket
approval);The agency believes the
device present a potential
unreasonable risk ofillness or injury
because the hazard-presented by the
device, particularly, air emboli, cannot
be controlledby x standard.-The agency
believes thatinsuffcientinformation
exists to determine thatgeneral controls
would providereasonable assurance of
the safety and- effectiveness of the
device and that insufficientinformation
exists to establish a performance
standard ta provide this assurance-

Therefore.,under the Federal Food.
Drug, and. CosmeticAct (secs.513.
701(a). 52 StaL 1055, 90 StaL540-M46 (21
U.S.C. 360c 371(a-l andunder authority
delegated to him (21 CPR 5.1]. the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new I 86&5830. to read as
follows:

§ 868.5830 Autotransfuslon apparatus.
(a) Identification. An autotransfusion

apparatus is a devicethatmay consist
of a roller pump. nylonmesh filer,.
reservoir,.and auxilliary ilter used to
collect andreinfuse a patienfs blood
during surgery-

(b) Classification. Class M (premarket
approyal).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305]. Food and Drug
Administration, Rm..-65, 5600 Fishers
Lane. Rockville.MD-20857.writuen
comments regarding this proposal Four
copies of any comments are to be
submitted, except-that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
.of this document. Received comments
may be seen in the above office between
9 am. and 4 p.m., Monday through
Friday.
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Dated: October 9, 1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs.
(FR Doec. 79-33459 Filed 11-1-79 8:45 aml

BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1783]

Medical Devices; Classification of
Blood Transfusion Microfilters
AGENCY: Food and Drug Administration. -
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying blood transfusion
microfilters into class 1[ (performance
standards). FDA is also publishing the
recommendation of the Anesthesiology,
Device'Classification Panel that the
device be classified into class UI. The
effect of classifying a device into class II
is to provide for the future development
of one or more performance-standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation with respect to the
classification of blood transfusion
microfilters:

1. Identification: A blood transfusion
microfilter is a device used to remove
microaggregates (small particles) from

blood or blood products during
transfusion.'

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends that blood transfusion
microfilters be classified into class II
(performance standards) because the
Panel believes that the design of, and
the materials used in, the device must be
controlled to assure that the filtration
surface area is adequate to prevent
premature clogging and excessive flow
resistance, that the effective pore size is
-correct to prevent passage of harmful
microaggregates and pressure extrusion
of trapped particles, and that the filter is
compatible with blood to prevent
hemolysis (destruction of red blood
cells). The Panel believes that general
controls will not provide sufficient
control over'these characteristics. The
Panel believes that a standard would
provide reasonable assurance of the
safeiy and effectiveness of the device
and that there is sufficient information
to establish a standard. The Panel noted
the.development of a blood transfusion
microfilter standard by a'committee of
the Association for the'Advancement of
Medical Instrumentation.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, blood
tranifusin microfilters.

5. Risks to health:.{a) Hemolysis: The
use of materials that are not
biocompatible with blood or improperly
designed could cause hemolysis
(destruction of red blood cells). (b)
Embolic complications: Excessively
large effective pore size may allow
harmful microaggregates (particles) to
enter the patient's vascular system and
cause harmful alterations in brain and
lung function. c) ]Inadequate delivery:
Inadequate filter surface area may cause
excessive flow resistance or premature
clogging of the filter that'may result in
inadequate blood delivery to the patient.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
blood transfusion microfilters be
classified into class II (performance
standards). The agency believes that a
performance standard is necessary for
this device because general controls
-alone are insufficient to control the risks
to health presented by'the device. A
performance standard would provide
reasonable assurance of the safety and

.effectiveness of the device. The agency
also believes that there is isufficient
information to establish a standard for
the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 808 in Subpart F
by adding new § 868.5840 as follows:

§868.5840 Blood transfusion mlcrofilter.
(a) Identification. A blood transfusion

microfilter is a device used to remove
microaggregates (small particles) from
blood or blood products during
transfusion.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980 submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9,1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs."
[FR Doc. 79-33460 Filed 11-1-79:8:45 aml
BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1784]

Medical Devices; Classification of
Pressure Tubing and Accessories •
AGENCY: Food and Drug Administration,
ACTION: Proposed rule,

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying pressure tubing and
accessories into class II (performance
standards), FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class II. The
effect of classifying a device into class Ii
is to provide for the future development
of one or more performance standards
to assure the safety-and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
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actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.

FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-:430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, and FDA advisory
committee, made the following
recommendation with respect to the
classification of pressure tubing and
accessories:

1. Identification: Pressure tubing and
accessories are flexible or rigid devices
used to deliver pressurized medical
-gases.

2. Recommended classification: Class
II (performance standards]. The Panel
recommends that establishing a
performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that pressure tubing and
accessories be classified into class II
(performance standards) because the
Panel believes that the design of the
device should be controlled to prevent
leakage, occlusion, or inadvertent
disconnection, causing disruption of gas
flow to the patient. The Panel believes
that general controls will not provide
sufficient control over these
characteristics. The Panel believes that
although this device is life supporting,
premarket approval is not necesary to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information
available to establish a performance
standard that will provide such
assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal.knowledge of, and
clinical experience with, this device, and

the widespread use of this device by
medical and paramedical personnel.

5. Risks to health: Inadequate
ventilatiom Disconnection or occlusion
of the tubing or leakage of gas from the
tubing could result in inadequate
ventilation of the patient.

Proposed Classification

PDA agrees with the Panel
recommendation and is proposing that
pressure tubing and accessories be
classified into class 1I (performance
standards). Although this device is often
used in a life support system, the agency
believes that the device itself Is not
directly life supporting. Therefore, the
agency believes that premarket approval
is unnecessary because there is
sufficient information to establish a
standard to provide reasonable

,assurance of the safety and
effectiveness of the device. The agency
also believes that general controls alone
are insufficient to control the risks to
health presented by the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5860, to read as
follows:

§ 868.5860 Pressure tubing and
accessories.

(a) Identification. Pressure tubing and
accessories are flexible or rigid devices
used to deliver pressurized medical
gases:

(b) Classification. Class H
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four-
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated. October 9, 1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs.
[FR Doe. 79-33461 Filed 1i-1-7M 8:15 =1-

BILLING CODE 4110-03-M

21 CFR Part 868
[Docket No. 78N-17851

Medical Devices; Classification of
Nonrebreathing Valves
AOENCY. Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying nonrebreathing valves into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class I. The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considening public
comments. FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based off this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration. Rm. 4-
65, 5600 Fishers Lane, Rockville. MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring. MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides .
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation with respect to the
classification of nonrebreathing valves:

1. Identification: A nonrebreathing
valve is a one-way valve that directs
inspiratory gas flow to the patient and
vents exhaled gasses into the -
atmosphere.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
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recommends that nonrebreathing valves
be classified into class I1 (performance
standards) because the Panel believes
that the design of the device must be
controlled to assure that the device does
not increase the amount of effort
necessary for breathing, or prevent
adequate patient ventilation. The Panel
believes that general controls will not
provide sufficient control over these
characteristics. The Panel believes that
although this device is life supporting,
premarket approval is not necessary to
'provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information
available to establish a performance
standard that would provide such
assurance.

4. Summary of data on which the
recommendation is based. The Panel
based its r~commendation on the Panel
members' personal knowledge of, and
clinical experience with, the device. The
fundamental principles anal applicati.6ns
of this device.are well accepted and -
have been widelyused during the past
20 years.

5. Risks to health: (a) Rebreathing of
breathing gas: If the valve is improperly
assembled or fails to provide for one-
way gas flow, the patient may rebreathe
exhaled gas. (b) Inadequate ventilation:
If the valve leaks, the volume of
breathing gas delivered to the patient
may be decreased, leading to
inadequate ventilation. (c) Increased
breathing effort- If a valve presents high
resistence to gas flow, the patient may
be forced to use unnecessary effort to
breathe. (d) Occlusion: If the valve is not
assembled properly, it may become
occluded (blocked), preventing the flow
of gas.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
nonrebreathing valves be classified into
class II (performance standards).
Although this device is often used in a
life support system, the agency believes
that the device itself is not directly life
supporting. Therefore, the agency
believes that premarket approval is
unnecessary because there is sufficient
information to establish a standard to
provide rasonable assurance of the
safety and effectiveness of the device.
The agency also believes that general
controls alone are insufficient to control
the risks to health presented by the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))] and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs

proposes to amend Part 868 in Subpart F
by adding new § 868.5870, to read as
follows-.

§ 868.5870 Nonrebreathing valve.
(a) Identification. A nonrebreathing

valve is a one-way valve that directs
inspiratory gas flow to the'patient and
vents exhaled gases into the
atmosphere.

(b) Classification. Class,11
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk {HFA-305), Food and Drug
Administration, Rm: 4-65,5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9,1979.
William F. Randolph,
ActingAssociate Commissionerfor-
Regulatoz~yAffairs.
[FR Docr 79-33462 Filed 11&1-, &45 am]

SILLING CODE 4110-03-M

21 CFR Part 868
[Docket No. 78N-1786]

Medical Devices; Classification of
Anesthetic Vaporizers
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and-Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying anesthetic vaporizers into,
class II (performance standards). FDA is
also publishing the recommendation of-
the Anesthesiology Device
Classification Panel that the device be
classified into class II. The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based oif this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk HFA-305),

Food and Drug Administration, Room 4-
65, 5600 Fishers Lane, Rockvllle, Md.
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Avenue, Silver Spring, Md. 20910, 301-
427-7226."
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere In this Issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of anesthetic vaporizers:

1. Identification: An anesthesia
vaporizer is a device used to vaporize
liquid anesthetic and deliver a
controlled amount of the vapor to the
patient.

2. Recommended classification: Class
H (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends that anesthetic vaporizers
be classified into class II (performance
standards) because the Panel believes
that the design of, and the materials
used in, the device must be controlled to.
assjure that the patient receives the
proper anesthetic dose and that the
device can be cleaned and sterilized to
prevent contamination. The Panel
believes that general controls will not
provide sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard. The Panel noted
the development of standards for
anesthesia equipment by the committees
of the American National Standard
Institute and the Canadian Standards
Association.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.
Anesthesia vaporizers have been widely
used for more than 25 years.

5. Risks to health: (a) Overdose:
Loose or sticking controls, overfilling of
the vaporizer, foaming of the anesthetic
agent, reversed flow, reversed
connection, or inaccurate calibration

I I I
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may cause an anesthetic overdose that
could endanger the patient's life. (b)

*Infection: If the device is not sterile,
infection may result (c) Tissue reaction:
If the device is not adequately cleaned,
an allergic tissue reaction may result.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
anesthetic vaporizers be classified into
class A (performance standards). The
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a performance
standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))] and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5880, to read as
follows:

§ 868.5880 Anesthetic vaporizer.
(a) Identifcation. An anesthesia

vaporizer is a device used to vaporize
liquid anesthetic and deliver a
controlled amount of the vapor to the
patient

(b) Classifcation. Class H
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305], Food and Drug
Administration, Room 4065, 5600 Fishers
Lane, Rockville, Md. 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments,
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated. October 9,1979.
Wdliam F. Randolph,
ActingAssociate Commissioner for
ReguatoryAffairs.
[FR Doc. 79-3343 Filed 11-1-f. &45 am] -

BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1787]

Medical Devices; Classification of
Continuous Ventilators
AGENCY: Food and Drug Administration.

ACTION: Proposed rule.

SUMMARY : The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying continuous ventilators into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel and the General
Hospital and Personal Use Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class Is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the

-Medical Device Amendments of 1976.
DATES- Comments by January Z 1980.
FDA proposes that the final regulations
based on this proposal become effective
30 days after the date of Its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-

•65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration. Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this Issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel and the General
Hospital and Personal Use Device
Classification Panel, FDA advisory
committees, made the following
recommendation regarding the
classification of continuous ventilators:

1. Identification: A continuous
ventilator [respirator) is a device used to
mechanically control or assist patient
breathing. The device may deliver a
predetermined percentage of oxygen in
the inspired gas. AdultL pediatric, and
neonatal ventilators are included in this
generic type of device.

2. Recommended classification: The
Anesthesiology Device Classification
Panel and the GeneralHospital and
Personal Use Device Classification
Panel recommend that this device be
classified into class II (performance
standards). Both Panels recommend that
establishing a performance standard for
this device be a high priority.

3. Summary of reasons for
recommendation: Both the
Anesthesiology Device Classification
Panel and the General Hospital and
Personal Use Device Classification
Panel recommend that continuous
ventilators be classified into class II
(performance standards) because the
Panels believe the design of the device
must be controlled to assure that the
appropriate breathing gas is delivered to
the patient at the prescribed volume,
pressure, and concentration to
adequately ventilate the patient. Both
Panels believe that general controls will
not provide sufficient control over these
characteristics. Although continuous
ventilators are life supporting, both
Panels believe that premarket approval
Is not necessary to provide reasonable
assurance of the safety and
effectiveness of the devices because
there is sufficient information available
to establish a performance standard that
will provide such assurance.

4. Summary of data on which the
recommendation is based. The Panels
based their recommendation on their
Panel members' personal knowledge of,
and clinical experience with, these
devices, which have been in use for over
30 years. In addition the Z-79
Committee of the American National
Standards Institute has written a
standard for breathing machines for
medical use (Ref. 1).

5. Risks to health: The Anesthesiology
Device Classification Panel identified
the following risks to health: (a)
Inappropriate ventilation: Improper
pressure adjustment may result in
delivery to the patient's lungs of a
reduced amount of air (hypoventilation),
an increased amount of air
(hyperventilation), and/or an improper
mixture of breathing-gas. The General
Hospital and Personal Use Device
Classification Panel identified the
following risks to health: (b) Hypoxia or
hyperoxia: The patient may receive too
little or too much oxygen due to failure
of the valves, meter connections, or gas
concentration controls of the device. (c)
Infection: If the device is not adequately
cleaned or sterilized, the patient may
contract an infection.

Proposed Classification
FDA agrees with the recommendation

of both Panels and is proposing that
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continuous ventilators be classified into
class I (performance standards).
Although this device is life supporting,
the agencybelieves that premarket
approval is unnecessary because there
is sufficient information, to establish a
standard to provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that general controls alone
areinsuifficient to control the risks to
health presented by the device.

References
1. American National Standards

Institute, Breathing Machines for
Medical Use, Z-79.7,1976.

Therefore under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat 1055, 90 StaL 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CER 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5895 as follows:

§ 868.5840 Continuous ventilator.
(a) Identification. A continuous

ventilator (respirator) is a device used to
mechanically control or assist patient
breathing. The device may deliver a
predetermined percentage of oxygen in
the inspired gas. Adult, pediatric, and
neonatal ventilators are included in this
generic type of device.

(b) Classification. Class-I'
(performance standards).

Interested persons may, on or before
January 2,1980 submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four "

copies'of any comments are to be
submitted, except that individuals may
subnmit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9,1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffars.
[FR Doc. 79-33464 Filed 11-1-79; &A4 am]
BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1788]

Medical Devices; Classification of
Noncontinuous Ventilators
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug .
Administration (FDA) is issuing for
public comment a proposed regulation
classifying noncontinuous ventilators
into class II (performance standards).
FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class-II. The
effect of classifying a device into class II
is to provide for the future development

*of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
.actions are being taken under the
Medical Device Amendments of 1976.

* DATES: Comments by January 2,1980.
FDA proposes that the final regulations
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device

- Classification Panel, -an FDA advisory
committee, made the-following
recommendation regarding the
classification of noncontinuous
ventilators:

1. Identification: A noncontinuous
ventilator is adevice used to deliver
intermittently an aerosol (suspension of
liquid'particles in gas) to a patient's
lungs and/or to augment a patient's
breathing.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that noncontinuous
ventilators be classified into class II
(performance standards) because the
Panel believes that the design of the
device must be controlled to assure that
the appropriate breathing gas is
delivered to the patient at the prescribed

concentration, volume, and pressure.
The Panel believes that general controls
will not provide sufficient control over
these characteristics. The Panel believes
that although this device is life
supporting, premarket approval Is not
necessary to provide reasonable
assurance of the safety and
effectiveness of the device because
there is sufficient information available
to establish a performance standard that
would provide such assurance.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, noncontinuous
ventilators. The performance and safety
of this device has been shown during 20
years of use. In addition, the Z-79
Committee of the American National
Standards Institute has written a
standard for breathing machines for
medical use (Ref. 1).

5. Risks to health: (a) Inadequate
ventilation or overdistenslon of lung:
Uncontrolled variations in the cycling of
the machine or the time allowed for
inspiration or expiration may result In
either the patient not receiving sufficient
breathing gas or the development of
excessive pressure in the lungs resulting
in overdistension and rupture of lung
tissue. (b) Inappropriate gas

-concentrations: If the air/oxygen mixing
system is inaccurate, the patient may
breathe a mixture too high or too low in
oxygen concentration.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
noncontinuous ventilators be classified
into class II. Although this device aids
ventilation, it is used as adjunctive
therapy and is not directly life
supporting. Therefore, the agency
believes that premarket approval Is
unnecessary because there is sufficient
information to establish a standard to
provide reasonable assurance of the
safety.and effectiveness of the device.
The agency also believes that general
cont ls alone are insufficient to control
the risks to health presented by the
device.

References
The following information has been

placed in the office of the Hearing Clerk
(address above), and maybe seen by
interested persons, from 9 a.m. to 4 p.m.,
Monday through Friday.

1. American National Standards
Institute, Breathing Machines for
Medical Use, Z-79.7,1976.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-540 (21
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U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5905 to read as
follows:

§ 868.5905 Noncontinuous ventilator.
(a) Identifcation. A noncontinuous

ventilator is a device used to deliver
intermittently an aerosol (suspension of
liquid particles in gas) to a patient's
lungs and/or to augment a patient's
breathing.

(b) Classification. Class Il
(performance standards].

Interested persons may, on or before
January 2,1980 submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a. and 4 p., Monday through
Friday.

Dated: October 4,1979.
William F. Randolph,
ActingAssociate Commissioner for
RegulatlyAffairs.
[FR Doc. 79-33485 Filed 11-1-79; 8:45 am]

BILLING CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1789]

Medical Devices; Classification of
Manual Emergency Ventilators
AGENCY. Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying manual emergency
ventilators into class 11 (performance
standards). FDA is also publishing the
recommendations of both the
Anesthesiology Device Classification
Panel and the General Hospital and
Personal Use Device Classification
Panel that the device be classified into
class IL The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.

DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS Written comments to the .
office of the Hearing Clerk (HFA-305),
Food and Drug Administration. Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices {HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this Issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, and the General
Hospital and Personal Use Device Panel,
FDA advisory committees, made the
following recommendations regarding
the classification of manual emergency
ventilators:

1. Identificatiom A manual emergency
ventilator is a device, usually.
incorporating a bag and valve, used to
provide emergency respiratory support
via a face mask or a tube inserted into a
patient's airway.

2. Recommended classification: Both
the Anesthesiology Device
Classification Panel and the General
Hospital and Personal Use Device
Classification Panel recommend that
manual emergency ventilators be
classified into class ]I (performance
standards). The Anesthesiology Device
Classification Panel recommends that
establishing a performance standard for
this device be a high priority. The
General Hospital and Personal Use
Device Classification Panel recommends
that establishing a performance

-standard for this device be a medium
priority.

3. Summary of reasons for
recommendatiom Both Panels
recommend that manual emergency
ventilators be classified into class Hl
(performance standards) because the
Panels believe that the design of the
device should be controlled to assure
that the device delivers an adequate
volume of air and/or oxygen to the
patient. Both Panels believe that general
controls will not provide sufficient
control over these characteristics. Both
Panels believe that although this device
is life supporting, premarket approval is
unnecessary to provide reasonable

assurance of the safety and
effectiveness of the device because
there is sufficient information available
to establish a performance standard that
would provide such assurance.

4. Summary of data on which the
recommendation is based: Both Panels
based their recommendation on their
extensive personal knowledge of, and
clinical experience with, manual
emergency ventilators. Manual
emergency ventilators have been used
extensively for more than 25 years in
treating critically ill patients.

5. Risks to health: Both Panels
identified the following risks to health-
Inadequate ventilation: Obstruction or
improper operation of the valve, leaks,
misassembly of the device, poor fit of
the mask over the patient's face, or an
inadequate volume of air/oxygen
delivered to the mask may result in the
patient receiving too little breathing gas
at the wrong volume and/or rate. The
General Hospital Device Classification
Panel identified the following additional
risk to health. Infection: Inability to
adequately clean and sterilize the
device may result in infection.

Proposed Classification
FDA agrees with both Panel

recommendations and is proposing that
manual emergency ventilators be
classified into class H (performance
standards). The agency has reviewed
both Panel recommendations and has
obtained additional information
concerning the use of manual emergency
ventilation devices. The National
Academy of Sciences-National
Research Council has reviewed the field
of cardiopulmonary resuscitation from
the standpoint of training, principles,
and practice (Ref. 1). Design criteria for
cardiopulmonary resuscitation
equipment have emerged from their
proceedings..In May 1973, the American
Heart Association and the National
Academy of Sciences-National
Research Council cosponsored a
conference on Standards for
Cardiopulmonary Resuscitation and
Emergency Cardiac Care. The Council
recommended certain minimum criteria
for manually operated devices (Ref. 2).
A performance evaluation of some
commercially available manually
operated resuscitators has been
conducted by the Emergency Care
Research Institute, and certain design
criteria have been suggested (Ref. 3).
Although this device is life supporting,
the agency believes that Class III -
(premarket approval) is unnecessary
because there is sufficiint information
to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device.
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. The agency also believes that general
controls alone are insufficient to control
the risks to health presented by the
device.

References

The following information has been
placed in the office of the Hearing Clerk
(address above) and may be seen by
interested persons, from 9 a.m. to 4 p.m.,
Monday through Friday.

1. "National Academy of Sciences-
National Research Council:
Cardiopulmonary Resuscitation
Conference Proceedings," pp. 69-84,
124-132, 1976.,.

2. American Heart Association/
National Academy of Sciences-
National Research Council, ,Standards
for Cardiopulmonary Resuscitation"
(CPR) and Emergency Cardiac Care
(ECC)," in Journal of the American
MedicaAssociation,.227(7), supp.,1.974.

3. "Manually Operated Resuscitators,"
Health Devices, 1(1]:13-17, 1971.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Statf. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new_§ 869.5915, to read as
follows:

§ 868.5915 Manual emergency ventilator.
(a) Identification. A manual

emergency ventilator is a device, usually
incorporating a bag and valve, used to
provide emergency respiratory support
via a face mask or a tube inserted into a
patient's airway.

(b) Classification. Class 11
(performance standards).

Interested persons may, on or before
January 2,1980 submit to the Hearing
Clerk (HFA-305). Food and Drug
Administration, Rm. 4-65. 5600 ishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be-seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9, 1979.
William F. Randolph,
ActingAssociate Commissioner forRegulator
Affairs.
[FR Doc. 79-33460 Fied 11-1-79; 8.45 am]

BILNG CODE 4110-03-M'

21 CFR Part 868

[Docket No. 78N-1790]

Medical Devices; Classification of
Powered Emergency Ventilators
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is i6suing for
public comment a proposed regulation
classifying powered emergency
ventilators into class II (performance
standards). FDA is'also publishing the
recommendations of the Anesthesiology
Device Classification Panel and the
Dental Device Classification Panel that
powered emergency ventilators be
classified into class IL The effect of
classifying a device into class II is to
provide for the future development of
one or more performance standards to-
assure the'safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1676.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
Erased on this proposal become effective
30 days after the date of its publication
in the FederalRegister.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65,.5600 Fishers Lane, Rockville, MD

,20857. , I
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices [HFK-430), Food and Drug
Administration, Department of Health,

'Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulatioi.
The Anesthesiology Device
Classification Panel and the Dental
Device Classification Panel, FDA
advisory committees, made the
following recommendation regarding the
classification of powered emergency
ventilators:

1. Identification: A powered
emergency ventilator is a demand valve
or inhalator used to provide emergency
respiratory support via a facemask or a
tube inserted into a patient's airway.

2. Recommended classification: The
Anesthesiology Device Classification
Panel and the Dental Device

Classification Panel recommend that
this device be classified into class II
(performance standards). The
Anesthesiology Device Classification
Panel recommends that establishing a
performance standard for this device be
a high priority. The Dental Device
Classification Panel recommends that
establishing a performance standard for
this device be a low priority.

3. Summary of reasons for
recommendation: Both Panels
recommend that powered emergency
ventilators be classified Into class II
(performance standards) because the
Panels believe that the design of, and
the materials used, in the device must be
controlled to assure that the breathing
gas is delivered to the patient at the
prescribed concentration, volume,
pressure, and rate. The Panels believe
that general controls will not provide
sufficient control over these
characteristics. The Panels believe that
although powered emergency ventilators
are life supporting, premarket approval
is not necessary to provide reasonable
assurance ol the stifety and
effectiveness of this device because
there is sufficient information available
to establish a performance standard that
would provide such assurance.

4. Summary of data on which the
recommendation is based: The
Anesthesiology Device Classification
Panel and the Dental Device
Classification Panel based their
recommendation on the Panel members',
personal knowledge of, and clinical
experience with, powered emergency
ventilators. Powered emergency
ventilators have been used extensively
for more than 25 years in treating
critically ill patients,

5. Risks to health: The Anesthesiology
Device Classification Panel Identified
the following risks to health: (a)
Inadequate ventilation: Obstruction or
failure of the valves, leaks, or
missassembly of the device may result
in the patient receiving too little
breathing gas at the wrong volume and/
or rate. (b) Pneumothorax:
Overpressurization may cause
overdistention of the patient's lungs
(pneumothorax). (c) Collapsing of
airways: The use of negative pressure in
the expiratory phase may cause collapse'
of the patient's airways. The Dental
Device Classification Panel identified
the following risk to health: Failure to
resuscitate: Improper design of the unit
may cause It to malfunction, and this
could result in failure to resuscitate the
patient.
Proposed Classification

FDA agrees with the recommendation
of both Panels and is proposing that

L IIIII I
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powered emergency ventilators be
classified into class II (performance
standards). The agency has reviewed
both Panels' recommendations and has
obtained additional information
concerning the use of powered
emergency ventilators. The National
Academy of Sciences-National
Research Council has reviewed the field
of cardiopulmonary resuscitation from
the standpoints of training, principles,
and practice (Ref. 1). From the Council's
proceedings emerged certain design
criteria for cardiopulmonary
resuscitation equipment. In May 1973,
the American Heart Association and the
National Academy of Sciences-
National Research Council co-sponsored
a Conference on Standards for
Cardiopulmonary Resuscitation and
Emergency Cardiac Care. The
Conference recommended that pressure-
cycled automatic resuscitators not be
used in conjunction with external
cardiac compression because
compression may prematurely terminate
the inflation cycle of the resuscitator,
requlting in inadequate patient
ventilation (Ref. 2). A performance
evaluation of some commercially
available oxygen-powered resuscitators
has been conducted by the Emergency
Care Research Institute and certain
design criteria have been suggested (Ref.
3). Although this device is life
supporting, the agency believes that
premarket approval is unnecessary
because there is sufficient information
to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that general controls alone
are insufficient to control the risks to
health presented by the device.

References

The following information has been
placed in the office of the Hearing Clerk
(address above] and may be seen by
interested persons, from 9 a.m. to 4 p.m.,
Monday through Friday.

1. "National Academy of Sciences-
National Research Council:
Cardiopulmonary Resuscitation
Conference Proceedings," pp. 69-84,
124-132,1976.

2. American Heart Association/
National Research Council, "Standards
for Cardiopulmonary Resuscitation
(CPR) and Emergency Cardiac Care
(ECC)," Journal of the American
Medical Association, 227(7), Supp., 1974.

3. "Oxygen-powered Resuscitators,"
Health Devices, 3(9):207-221, 1974.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the

Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5925 as follows:

§868.5925 Powered emergency
ventilator.

(a) Identification. Apowered
emergency ventilator is a demand valve
or inhalator used to provide emergency
respiratory support via a faceriask or a
tube inserted into a patient's airway.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980 submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9,1979.
Willl m F. Randolph,
ActingAssociate Commissioner for
RegulatoryAffairs.
[FR Doc 79.-=a47 Filed 11-1-V9; &45 am]
BIWNo CODE 4110-03-U

21 CFR Part 868

[Docket No. 78N-1791]

Medical Devices; Classification of
External Negative Pressure Ventilators
AGENCY:. Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying external negative pressure
ventilators into class II (performance
standards). FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class IL The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.

ADDRESS: Written comments to the
office of the Hearing Clerk UHFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices H-FK-430), Food and Drug
Administration. Department of Health.
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,301-427-
7226.

SUPPLEMENTARY INFORMATION.

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation with respect to the
classification of external negative
pressure ventilators:

1. Identification: An external, negative
pressure ventilator (e.g., iron lung,
cuirass) is a chamber that supports
ventilation by using repetitive
applications of external negative
pressure over the diaphragm and upper
trunk.

2. Recommended classificatiom Class
II (performance standards]. The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation. The Panel
recommends that external negative
pressure ventilators be classified into
class H (performance standards]
because the Panel believes that the
design of the device must be controlled -
to assure that there is no mechanical
failure, which could cause inadequate
ventilation of the patient. The Panel
believes that general controls will not
provide sufficient control over these
characteristics. The Panel believes that
although this device is life supporting,
premarket approval is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information
available to establish a performance
standard that will provide such
assurance.,

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device,
which has been in widespread use over
50 years. Use of the device is a standard
therapeutic modality for polio victims
and Is referenced in most texts.
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5. Risks to health: Inadequate
ventilation: If a mechanical failure
occurs, or if an adequate air seal is not
maintained, the patient may receive
inadequate ventilation.

Proposed Classification "

FDA agrees with the Panel and is
proposing that external negative
pressure ventilators be classified into
class IU (performance standards).
Although this device is life supporting,
the agency believes that premarket
approval is unnecessary because there
is sufficient information to establish a
standard to provide reasonable
assurance of the safety and
effectiveness of the device. The agency
"also believes that general controls alone
are insufficient to control the risks to
health presented by the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055,'90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Parf868 in Subpart F
by adding nbw § 868.5935, to read as
follows:

§ 868.5935 External negative pressure
ventilator.-

(a) Identification. An external,
negative pressure ventilator (e.g., iron
lung, cuirass) is a chamber that supports
ventilation by using repetitive
applications of external negative,
pressure over the diaphragm and upper
trunk.

(b) Classification. Class 11
(performance standards).

Interested persons may, on or before
January 2, 1980 submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm..4-65, 5600 Fishers
Lane, Rockville, MD'20857, written -
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk
document number found in brackets in
the heading of this document. Received
comments may be seen in the above
office between 9 a.m. and 4 p. m.,
Monday through Friday.

Dated: October 9,1979.
William F. Randolph,
ActingAssociate Commissioner for
RegulatoryAffairs.
[FR Doc, 79-3348 Filed 11-1-IR 8.45 am]

BILLING CODE 4110-03-M

21 CFR Part 868
[Docket No. 78N-1793]

Medical Devices, Classification of
intermittent Mandatory Ventilation
Attachments
AGENCY: Food and Drug Administration.
ACTION: iProposed rule.

SUMMARY:. The Food and Drug
Administration (FDA) is.issuing for
public comment a proposed regulation
classifying intermittent mandatory
ventilation attachments into class II
(performance standards). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class IH is toprovide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying,
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857. '
FOR FURTHER INFORMATION CONTACT:.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of-

the Federal Register provides '
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation with respect to the
classification of intermittent mandatory
ventilation attachments:

1. Identification: An intermittent
mandatory ventilation (IMV) attachment
is a device attached to a mechanical
ventilator that allows spontaneous
breathing by the patient while providing
mechanical ventilation at a preset rate.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a

performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends that intermittent
mandatory ventilation attachments be
classified into class II (performance
standards) because the Panel believes
that the design of, and the materials
used in, the device must be controlled to
assure proper action of the valves to
prevent insufficient ventilation of tie
patient or overdistention of the patient's
lung tissues from excessive pressure.
The Panel believes that general controls
will not provide sufficient control over
these characteristics. The Panel believes
that although this device is life
supporting, classificdtion into class III
(premarket approval) is unnecessary
because there is sufficient information
to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device.

4. Summary of data on which the
recommendation is based: The Panel
based-its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, intermittent
mandatoiy ventilation attachments. This
device is widely accepted as a primary
therapeutic modality.

5. Risks to health: (a] Inadequate
ventilation: Malfunction of the one-way
valves or inadequate pressure generated
by the device in the patient circuit may
lead to inadequate ventilation of the
patient. (b) Lung damage: Excessive
pressure generated by the device in the
patient circuit could result in
overdistension of lung tissue, which may
lead to lung damage.

Proposed Classification
FDA agrees ,ith the Panel

recommendation and Is proposing that
intermittent mandatory ventilation
(IMV)-attachments be classified Into
class H (performance standards). The
agency has reviewed the Panel
recommendation and has sought
additional information concerning the
use of intermittent mandatory
ventilation attachments. The advantages
and disadvantages of IMV therapy have
been reviewed in the literature (Refs. 1
and 2). An IMV attachment Is
,essentially a timer that cycles a
ventilator to deliver a breath to the
patient at a preset rate. As such, many
IMV devices have been homemade,
increasing the possibility of impropor
assembly. As an increasing number of
manufacturers incorporate IMV circuits
into their ventilators, this problem
should decrease (Ref. 1). Yestingsmeler
and Miller evaluated an IMV attachment
not incorporated into a ventilator, for Its
dependability and accuracy, and

I
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determined it to be acceptable (Ref. 3).
Modifications of IMV circuits called
intermittent demand ventilation. (flV)
and synchronized intermittent
mandatory ventilation (SIMN have
beenproduced. The purpose of these
circuits is to associate IMV with. a more
normal physiology. Shapiro et aL
reported favorably on IDV as a
therapeutic technique (Ref 4).

Although this device is life supporting.
the agency believes that premarket
approval is unnecessary because there
is sufficient information to establish a
standard to provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that general controls alone
are insufficient to control the risks to
health presented by the device.

References

The following information has been
placed in the office of the Hearing Clerk
(address above), and may be seen by
interested persons, from 9 a.m. to 4-p.m.,
Monday through Friday.

1. Kirby, R. R., . Desautels, J. I-L
Modell, and R. A. Smith, 'Mechanical
Ventilation," hr "Respiratory Care: A
Guide to Clinical Practice," Editedby
Burton, G. G., G. M. Gee, J. E. Hodgdn,
and J. B. Lippincott. Philadelphia, 1977.

2. Egan, D. F., "Fundamentals of
Respiratory Therapy," C. V. Mosby, St.
Louis, pp. 428-43Z 1977.
.3. Yestingsmeiner, J., and W. F. Miller,

"Evaluation of IMV Controller for
Accuracy, Dependability, and
Adaptability," Respiratory Care,
21(2):145-147, 1976.

4. Shapiro, B. A.,R. A.Harrison, J. R.
Walton, and R Davison; 'Intermittent
Demand Ventilation (IDV): A New
Technique for Supporting Ventilation in
Critically I Patients"" Respiratory Care,
21(6).521-525,1976.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat 1055, 90 Stat 540-546 (21
U.S.C. 360c, 371(a))1 and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart F
by adding new § 868.5955, to read as
follows:

§868.5955 IntermIttent mandatory
venfilatlon attachment.

(a) Identification. An intermittent
mandatory ventilation (IMV attachment
is a. device attached to, a mechanical
ventilator that allows spontaneous
breathing by the patient while providing
mechanical ventilation at a preset rate.

fb) Crassffcation. Crass 11
(performance standards).

Interested persons may, on or before
(January 2.19801 submit to the Hearing

Clerk (HFA-305). Food and Drug
AdministrationaRm. 4-66, 5600 Fishers
Lane, Rockville. MD 20857. written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this documenL Received comments
may be seen in the above office between
9 a.m. and4 p.m., Monday through
Friday.

Dated. October 9.1979.
Widliam F. Randolph.
AringAssociae Comm*'ozer for
ResagtryAffadrs.
[FR Doc. 79-334M Filed 1I-14t &dsm
BILNG CODE 4110-0413-M

21 CFR Part 868

[Docket No. 78N-1794]

Medical Devices; Classification of
Positive End Expiratory Pressure
Breathing Attachments
AGENCY. Food and Drug Administration.
ACTION- Proposed rule.

SUMMARY=. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying positive and expiratory
pressure (PEEP) attachments into class
II (performance standards). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class IL The effect of classifying a
device into class I is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
Afar considering public comments, FDA.
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES* Comments by January Z 1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS':Written comments to the
office of the Hearing Clerk (HFA-305],
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville. MD
20857.
FOR FURTHER INFORMATION CONTACT.
James PR. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration. Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,301-427-
7226.

SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel. an FDA advisory
committee, made the following
recommendation regarding the
classification of positive and expiratory
pressure (PEEP] breathing attachments:

1. Identification A positive end
expiratory pressure (PEEP) breathing
attachment is a device attached to a
ventilator thatis used to elevate
pressure in a patient's lungs above
atmospheric pressure at the end of
exhalation.

2. Recommended classification: Class
H (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendatiour The Panel
recommends that PEEP breathing
attachments be classified into class 11
(performance standards) because the
Panel believes that the design of. and
the materials usedin. the device umst be
controlled to assure that the device does
not cause excess pressure to develop in
the patient's lungs, and that the device
develops adequate pressure to prevent
patient hypoxia (lack of oxygen). The
Panel believes that general controls will
not provide sufficient control over these
characteristics. Although this device is
life supporting the Panel believes that
premarket approval is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device
because there is sufficient information
available to establish a performance
standard that will provide such
assurance.

4. Suipmary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
member's personal knowledge of, and
clinical experience with, the device. The
device is currently in widespread use.

5. Risks to health: (a) Excessive
pressure: If the device creates excessive
pressure in the patient circuit,
overdistension of the lung with
barotrauma (rupture of lung tissue].
pneumothorax (air in the lung cavity].
and/or a reduction in cardiac output
(blood flow) may result. (b Hypoxia:
Inadequate gas pressure in the patient
circuit may result in patient hypoxia
(lack of oxygen).
Proposed Classification

FDA agrees with the Panel and is
proposing that positive and expiratory
pressure (PEEP] breathing attachments
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be classified into class II performance
standards). Although this device is life
"supporting, the agency believes that
premarket approval is unnecessary
because there is sufficient information
to establish a standard to provide
reasonable assurance of the safety and
effectiveness of the device. The agency
also believes that general controls alone
are insufficient to contrtol the risks'to
health presented by the device.

Therefore, under theFederal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c 371(a))) and under authority
delegated'to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in.Subpart F
by adding new § 868.5965, to read as
follows:

§ 868.5965 Positive end expiratory
pressure breathing attachment

(a) Identification. A positive end
expiratory pressure (PEEP) breathing
attachment is a device attached to a,
ventilator that is used to elevate ,
pressure in a patient's lungs above
atmospheric pressure at the end of
exhalation.

(b) lassification. Class H
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4--65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are-to be
submitted, except that individuals may
submit one copy. Commerits are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9, 1979.
William F. Randolph,
Acting Associate Commissionerfor
RegulatoryAffairs..
[FR Doc. 79-33470 Filed 11-1-7, 8:45 am]

BILUNG CODE,4110-03-M "

21 CFR Part 868
[Docket No. 78N-1795]

Medical Devices; Classification of
Ventilator Tubing
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying ventilator tubinginto class H
(performance standards). FDA is also

publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
• class ii. The effect of classifying a

device into class II is to provide for the
future development of one or more
performance standrds to assure the
safety and effectiveness of the device.
After considering-public comments, FDA
will issue a final regulation classifying
the device. These actions are being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2,1980:
FDA proposes that the final.regulation
based on'this proposal become effective
30 days after the date of-its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing-Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.

-FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUIPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation with respect to the
classification of ventilator tubing:

1. Idintification: Ventilator tubing is,a
device used as a conduit for gases
between the ventilator and the patient
during mechanical ventilation of a
patient.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a high priority.

3. Summary of reasons for
recommendation: The Panel
recommends that ventilator tubing be
classified into class II (performance
standards) because the Panel believes
that the design of the device must be
controlled to prevent leakage through
the tubing or disconnection of the tubing
from other components in the breathing
system. The Panel believes that general
controls will not provide sufficient
control over these characteristics. The
Panel believes that although this device
is life supporting, prefiiarket approval is
not necessary to provide reasonable
assurance of the safety and

effectiveness of the device because
there is sufficient information available
to establish a performance standard that
would provide such assurance,

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the 'Panel
members' personal knowledge of, and
clinical experience with, ventilator
tubing. The Panel also cited the ongoing
development of a standard for breathing
tubes by the Z-79 Committee of the
American National Standards Institute.

5. Risk to health: Inadequate
ventilation. If the breathing tube
components do not fit together properly,
gas leakage or complete disconnection
may occur, leading to inadequate
ventilation of the patient.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
ventilator tubing be classified into class
II (performance standards), Although
this device is often used in a life support
system, the agency believes that the
device itself is not directly life
supporting. Therefore, the agency
believes that premarket approval is
unnecessary because there is sufficient
information to establish a standard to
provide reasonable assurance of the
safety and effectiveness of the device.
The agency also believes that general
controls alone are insufficient to control
the risks to health presented by the
device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to, amend Part 868 In Subpart F
by adding new § 868.5975 as follows:

§ 868.5975 Ventilator tubing.
(a) Identification. Ventilator tubing is

a device used as a conduit for gases
between the ventilator and the patient
during mechanical ventilation of a
patient.

(b) Classification. Class II
(performance standards).

Interested persons may, on'or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be

,identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
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9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 91979.
Widliam F. Randolph.
Acting Associate Comnissioner for
RegulatoryAffairs.
[FRDoss7z frled-n-1-7;8:45 amnl

BILNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-17961

Medical Devices; Classification of Tee
Drains (Water Traps)
AGENCY. Food and Drug Administration.
ACTION: Proposed rule.

SUuMARY: The Food and Drug
Administration (FDAI is issuing for
public comment a proposed regulation
classifying tee drains (water traps] into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be
classified into class IL The effect of
classifying a device into class H is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device.These
actions are being taken under the
Medical Device Amendments of 1976.
DATES- Comments by January 2 19W.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication.
in the Federal Register.
ADDRESS" Written comments to the
office of the Hearing Clerk (HFA-3051.
Food and Drug Administration, Rm 4-65,
5600 Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,

"Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this-issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel an FDA advisory
committee, made the following
recommendation regarding the
classification of tee drains (water traps):
-1. Identification: A tee drain (water

trap) is a device that traps and drains
water that collectsin ventilator tubing

during respiratory therapy, thereby
preventing an increase in breathing
resistance.

2. Recommended classification: Class
H (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary ofreasons for
recommendation: The Panel
recommends that the tee drain (water
trap) be classified into class Il
(performance standards) because the
Panel believes that the design of, and
the materials used in, the device must be
controlled to assure that standard
connector fittings are used to prevent
gas leakage. The Panel believes that
general controls will not provide
sufficient control over these
characteristics. The Panel believes that
a standard would provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard to provide such
assurance.

4. Summary of data onwhich the
recommendation is based. The Panel
basedits recommendation on the Panel
members' knowledge of, and clinical
experience with, this device.

5. Risks to health: Cal Inadequate
ventilation: Improper size of the
connector fittings or inadequate sealing
of components may allow gas leakage
from the device, leading to inadequate
patient ventilation. (b) Inadequate'
drainage- Improper positioning of the
water trap above thepatienrs airway
may cause inadequate drainage of the
breathing circuit.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
tee drains (water traps) be classified
into class H (performance standards4.
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. Aperornnce
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there Is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-54( 21
U.S.C. 360c, 371(a))] and under authority
delegated to him (21 CFR 5.1), the
Commissioner of FoQd and Drugs
proposes to amend Part 868 in Subpart F
by adding new 1 868.595, to read as
follows:

§ 868.5995 Tee drain (water trap).
(a) Identfvcoon. A tee drain (water

trap) is a device that traps and drains
water that collects in ventilator tubing
during respiratory therapy, thereby
preventing an increase in breathing
resistance.
(b) Classifico'on Class H1

(performance standards}.
Interested persons may, on or before

January 21980, submit to the Hearing
Clerk (HFA-305), Food and Drug_
Administration. Rm. 4-65,5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal- Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seenin the above office between
9 a.m. and 4p., Monday through
Friday.

Dated: October 9,1979.
William F. Randolph,
Acing Associate CommFssionerfor
Resulatorya7Affar
(FR D oc. ,-35E -4 FS d 11-t- .9 8 a.sa J

BLi.NG CODE 41 4 -1

21 CFR Part 868

[Docket No. 78?-179TJ

Medical Devices;, Classification of
Anesthetic Cabinets, Tables, or Trays
AGENCY. Food and Drug Administration.
ACTION Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA] is issuing for
public comment a proposed regulation
classifying anesthetic cabinets, tables,
or trays into class I (general controls].
The effect of classiying a device into
class I is to require that the device meet
only the general controls applicable to
all devices. FDA is also publishing the
recommendation of the Anesthesiology
Device ClassificationPanel that the
device be classifiedinto class n
(performance standards]. The effect of
classifying a device into class H is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments. FDA will issue a final
regulation classifying the device. These
actions are being taken under the
MedicaI Device Amendments of1976.
DATES: Comments by January 2,1 80.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
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ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.-
FOR FURTHER INFORMATION CONTACT
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel,,and FDA advisory
committee, made the following
recommendation regarding the
classification of anesthetic cabinets,
tables, or.trays:

1. Identification: An anesthetic
cabinet, table, or tray is a device used to
store anesthetic equipment and drugs.
The device is usually constructed to
eliminate build-up of static electrical
charges.

2. Recommended classification Class
I (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
reconimends that anesthetic cabinets,
tables, or trays be classified into class H•
because it believes that the designs and
materials used in the devices must be
controlled to assure that the devices are
constructed to reduce the risk of
explosion caused by thebuild-up of
static electrical charges. The design and
materials should also be controlled to
assure that the devices are stable and
do not cause injury by falling on
patients or users. The Panel believes
that general controls will not provide
sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the devices and that
there is sufficient information to
establish a standard. The Panel noted
that appropriate sections of the
conductivity standards of the National
Fire Protection Association and
Underwriters Laboratories may be
relevant to these devices.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the devices.

5. Risks to health: (a) Burns, related
injuries: If there is inadequate electrical
conductivity throughout the device,
burns and related injuries may occur
from an explosion due to build-up of
static electrical charges in the presence
of flammable.gases. t p

(b) Trauma: Poor stability may allow
the device to fall on someone, causing
injury.

Proposed Classification

FDA disagrees with the Panel
recommendation and is proposing that
anesthetic cabinets, tables, or trays be
classified into class I (general controls]
with no exemptions. Bedause users are
familiar with these simple devices and
have used them successfully for many
years without significant problems, the
agency believes that a performance
standard is unnecessary. The agency
believes that general controls, including
appropriate labeling regarding the
conductivity or nonconductivity of the
device and warnings against use of the
nonconductive device in the presence of
flammable anesthetic agents, are
sufficient to control the risks to health
presented by the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1,055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and.Drugs
proposes to amend Part 868 in Subpart G
by adding new § 868.6100, to read as
follows:

§ 868.6100 Anesthetic cabinet, table, or
tray.

(a) Identification. An anesthetic
cabinet, table, or tray is a device used to
store anesthetic equipment and drugs.
The device is usually constructed to
eliminate build-up of static electrical
charges. I,

(b) Classification. Class I (general
controls).

Interested persons may, on or before
January 2, 1980, submit to the'Hearing
Clerk (HFA-305), Food and Drug
"Administiation, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857; written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with-the Hearing Clerk docket
number found in brackets in the heading
of-this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9, 1979.
William F. Randolph,
Acting Assoclate Commission erfor
RegulatoryAffairs.
[FR Doc. 79-33473 Filed 11-1-79; 8:45 am]
BIWNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1798]

Medical Devices; Classification of
,CardiopuImonary Emergency Carts

AGENCY: Food and Drug Administration,
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying cardiopulmonary emergency
carts into class I (general controls). FDA
is also publishing the recommendation
of the Anesthesiology Devise
Classification Panel that the device be
classified into class I. The effect of
classifying a device into class I is to
require that the device meet only the
general controls applicable to all
devices. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1978.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposal become effective
80 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rn, 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-340), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation'with respect to the
classification of cardiopulmonary
emergency carts:

1. Identification: A cardiopulmonary
'emergency cart is a device used to store
and transport resuscitation supplies.
The device is related to the delivery of
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proper emergency treatment. but it does
not include any.equipment used in
cardiopulmonary resuscitation. .

2. Recommended classification Class
I (general controls). The Panel
recommends that the device be exempt
from the good manufacturing practice
regulation under section 520(f) of the
Federal Food, Drug, and Cosmetic Act
(21 UaS.C360j(f)).

3. Summary ofreasons for
recommendatian The Panel
recommends that cardiopulmonary
emergency carts be classified into class
I (general controls) because general
controls are sufficient to provide
reasonable assurance of the safety and
effectiveness of the device. The Panel
recommends that manufacturers not be
required to comply with the good
manufacturing practice requirements
because any defect in the device will not
result in a device failure having an
adverse effect on the patient.4. Summary of data on whi-h the
recommendation is based: The Panel
based its recommendation on the Panel
members! personal knowledge of, and
clinical experience with, the device.

5. Risks to health: None identified.

Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
cardiopulmonary emergency carts.be
classified into class I (general controls].
The agency believes that general
controls are sufficient to provide
reasonable assurance of the safety and
effectiveness of the device.

In response to the Panel's
recommendation that manufacturers of a
cardiopulmonary emergency cart be
exempt from the device good
manufacturing practice (GMP]
regulation under section 520(f) of the act
(21 U.S.C. 360j(f)), FDA is proposing that
a manufacturer of this device be exempt,
inihe manufacture of the device, from
all requirements in the GMP regulation
except § 820.180 (21 CFR 820.180, with
respect to general requirements
concerning records, and § 820.19a (21
CFR 820.198), with respect to complaint
files. Based on available information
about current practices used in the
manufacture of the device and user
experience with the device, the agency
has determined that application of the
GMP regulatio, other than §§ 82.180
and 820.198, is unlikely to improve the
safety-and effectiveness of the device.
The agencybelieves, however, that
manufacturers of a cardiopulmonary
emergency cart must still be required to
comply with the complaint file
requirements of § 820.198 to ensure that"
these manufacturers have adequate
systems for complaint investigation and

followup. The agency also believes that
manufacturers of a cardiopulmonary
emergency cart must still be required to

'comply with the general requirements
concerning records in § 820.180 to
ensure that FDA has access to
complaint files, can investigate device-
related injury reports and complaints
about product defects, may determine
whether the manufacturers corrective
actions are adequate, and may
determine whether the exemption from
other sections of the GMP regulation is
still appropriate.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
7M(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))] and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart G
by adding new § 868.6175, to read as
follows:
§ 868.6175 Cardlopulmonary emergency
cart.

(a) Identification. A cardiopulmonary
emergency cart is a device used to store
and transport resuscitation supplies.
The device is related to the delivery of
proper emergency treatment4 but it does
not include any equipmentused in.
cardiopulmonary resuscitation.

(b) Classi fcation. Class I (general
controls). The device is exempt front the
good manufacturing practice regulation
in Part 820 of this chapter, with the
exception of § 820.180, with respect to
general requirements concerning
records, and § 820.180, with respect to
complaint files.

Interested persons may, on or before
January 2, 1980. submit'to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9. 1978.
Wilam F. Randolph,
ActingAssoclate Commissionerfor
RegulotoryAffairs.
RR Doc 7%O74 F1d n--M &43 mi
IBOXINGI COoE 4110-03-la

21 CFR Part 86a

[Docket No. 78N-17991

Medical Devices; Classification of
Nose Clips

AGENCY: Food and Drug Administration.
ACTION. Proposed rule.

sumARY The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying nose clips into class I
(general controls). FDA is also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class L The effect of classifying a device
into class I is to require that the device
meet only the general controls
applicable to all devices. After
considering public comments. FDA will
Issue a final regulation classifying the
device. These actions are being taken
under the Medical Device Amendments
of 1976.
DATES: Comments by January 2.1980.
FDA proposes that the final regulation
based on this proposalbecome effective
30 days after the date of its publication
in the FederalRegister.
ADDRES. Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration. Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:-
James R. Veale, Bureau of Medical
Devices HFK-430, Food and Drug
Administration, Department of Health.
Education, and Welfare. 8757 Georga
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATIO

Panel Recommendation

A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
development ofthe proposed regu]ation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation with respect to the
classification ofnose clips:

1. Identificatiom A nose clip is a
device used to close the externalnares
(nostrils] during diagnostic or
thdrapeutic procedures.

2. Recommended classification: Class
I (general controls]. The Panel
recommends that the device be exempt
from the good manufacturing practice
(GMP] regulation under section 520(fl of
the Federal Food. Drug, and Cosmetic
Act (21 U.S.C. 360j(f]1.

3. Summary of reasons for
recommendation: The Panel
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recommends that nose clips be
classified into class I (general controls)
because general controls're sufficient
to provide reasonable assurance of the
safety and effectiveness of the 'device.
The Panel recommends that
manufacturers not be required to comply
with the good manufacturing practice
requirements. The device presents no
risks to health, and the integrity of the
device can easily be determined by
examination.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: None identified.

Proposed Classification

FDA agrees with the Panel.
recommendation and is proposing that
nose clips be classified into class I
(general controls) because the agency
believes that general'controls are
sufficient to provide reasonable
assurance of the safety and
effectiveness 6f the device.

In response to the Panel's
recommendation that manufacturers of a
nose clip be exempt from the device
good manufacturing practice (GMP)
regulation under section 520(f) of the act,
FDA is proposing that a manufacturer of
this device be exempt, in the
manufacture of the device, from all
requirements in the GMP regulation
except § 820.180 (21 CFR 820.180), with
respect to general requirements
concerning records, and § 820.198 (21
CFR 820.198), with respect to complaint
files. Based on available information
about current practices used in the
manufacture of the device and user
experience with the device, the agency
has determined that application of the
GMP regulation, other than § § 820.180
and 820.198, is unlikely to improve the
safety and effectiveness of the device.
The agency believes, however, that
manufacturers of a nose clip must still
be required to'comply with the ,
complaint file requirements of § 820.198
to ensure that these manufacturers have
adequate systems for complaint
investigation and followup. The agency
also believes that manufacturers of a
nose clip must still be required to
comply with the general requirements
concerning records in § 820.180 to ensure
that FDA has access to complaint files,
can investigate device-related injury'
reports and complaints about product
defects, may determine whether the
manufacturer's corrective actions are
adequate, and may determine whether
the exemption from other sections.of the
GMP regulation is still appropriate.

Therefore, under the Fed
Drug, and Cosmetic Act (se
701(a), 52 Stat. 1055, 90 Sta
U.S.C. 360c, 371(a))] and un
delegated to him (21 CFR 5
Commissioner of Food and
proposes to amend Part 861
by adding new § 868.6225, t
follows:

§868.6225 Nose clip.
(a) Identification. A nose

device used to close the ex
(nostrils) during diagnostic
therapeutic procedures.

(b) Classification. Class
controls). The device is ex(
good manufacturing practic
in Part-820 of this chapter,
exceptioh of § 820.180, Witl
general requirements conce
records, and § 820.198, witl
complaint files.

Interested persons may,
January 2, 1980, submit to t
Clerk (HFA-305), Food and
Administration, Rm. 4-5, 1
Lane, Rockville, MD 20857,
comments regarding this pr
copies of any comments ar
submitted, except that indi
submit one copy. Comment
identified with the Hearing
number found in brackets
of this docuxhent. Received
may be seen in the above o
9 a.m. and 4 p.m., Monday
Friday.

Dated: October 9, 1979.
William F. Randolph,
Acting Associate Commissione
Affairs.
[FRDoc. r-334 75 Filed 12-1-79; &45 am
BIWNG CODE 4110-03-M

[21-CFR Part 868]

[Docket No. 78N-1800]

Medical Devices; Classific
Portable Air Compressors
AGENCY: Food and Drug Ac
ACTION: Proposed rule.

SUMMARY:'The Food and D
Administration (FDA) is iss
public comment.a propose
classifying portable air con
class II (performance stand
also publishing the recomm
the Anesthesiology Device
Classification Panel that th
classified into class II. The
classifying a device into cla
provide for the future deve
one or more performance s
assure the safety and effec
the device. After consideri

eral Food,
ecs. 513,
t. 540-546 (21
ider authority.
.1), the
Drugs "
8 in Subpart G
to read as

clip is a
ternal nares
or

I (general
rapt from the
:e regulation
with the
respect to

erning
h respect to

on or beforehe' He'rnn

comments, FDA will issue a final
regulation classifying the device. Those
actions are being taken under the
Medical Device Amendments of 1070.
DATES: Conments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of Its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 560o Fishers Lane, Rockvllle, MD
20857.
FOR-FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation

i Drug - A proposal elsewhere in this issue of
5600 Fishers the Federal Register provides
written ' background information concerning the
roposal. Four development of the proposed regulation,
e to be The Anesthesiology Device
viduals may Classification Panel, an FDA advisory
ts are to be committee, made the following
Clerk docket recommendation with respect to the

n the heading classification of portable air
comments compressors:

iffice between 1. Identification: A portable air
through compressor is a device used to provide

compressed air for medical use, e.g., to
drive ventilators and other respiratory
equipment.

2. Recommended classification: Class
erforRegulotor II (performance standards). The Panel

recommends that establishing a
performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that portable air
compressors be classified into class II
(performance standards) because the

ation of Panel believes that the design and
materials used in the device must be

Iministration. controlled to assure that the device
reliably delivers adequate pressure to
drive patient ventilators and other

rug respiratory equipment, and that the
suing for delivered air is free of contaminants.
I regulation The Panel believes that general controls
npressors into would not provide sufficient control
lards). FDA is over these characteristics. The Panel
iendation of believes that a standard would provide

reasonable assurance of the safety and
.e device be- effectiveness of the device and that
effect of there is sufficient information to
ass II is to establish a standard to provide such
lopment of assurance. The Panel noted that
tandards to standards for air compressors have been
tiveness of developed by the Compressed Gas
ng public Association (CGA) and National Fire
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Protection Association (NFPA]
committes.,

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members personal knowledge of, and
clinical experience with, the device.

5. Risks to health: (a) Inadequate
ventilation (breathing): Lack of adequate
pressure may cause inadequate
ventilation of the patient. (b) Inhalation
of foreigm substances: If the delivered
air is not pure, the patientmayinhal
foreign substances such as bacteria and
oil

Proposed Classification

FDA agrees with thePanel
recommendation andis proposing that
portable air compressors be classified
into class 11 (performance standards).
The agency believes thata performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presentedby the device. Aperformance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore,.under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1], the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart G
by adding new § 868.6250, to read as
follows.

§ 868.6250 Portable air compressor.

(a) Identification. Aportable air
compressor is a device used to provide
compressed air for medical use, e.g., to
drive ventilators and other respiratory
equipment.

(b) Classzficatfon. Class If
(performance standards).

Interested persons may, on orbefore
-January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submittecL except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
maybe seen in the above office between.
9 ai.m and4 p.m., Monday through
Friday.

Dated. October 9. 1979.
Wdllam F. Randolph.
AchingAssociate Commissionerfor
.fealatryAffaim.
[1FR D=c 79-3347 SUsd 21-1-79 &-45 su

BILNO CODE 4110-03-

21 CFR Part 86a

[Docket No. 78N-1801]

Medical Devices; Classification of Gas
Cylinders
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMUARY. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying gas cylinders nto class II
(performance standards). FDA is also
publishing the recommendation pf the
Anesthesiology De'ice Classification
Panel that the device be classified into
class IL The effect of classifying a
device into class H is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments. FDA
will issue a final regulation classifying
the device.These actions are being
taken under the Medical Device
Amendments of 1976.
DATES:. Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305).
Food and Drug Administration. Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER-INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education. and Welfare, 8757 Georgia
Ave.. Silver Spring, MD 20910,301-427-
7226.
SUPPLEMENTARY INFORMATION"

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of gas cylinders:

1. Identification: A gas cylinder is a
device used as a container for
pressurized medical gas. This
identification applies only to gas

containers that are empty, i.e., to
containers that are notfilled with gas by
the manufacturer or distributor. A
cylinder Is considered empty when the
pressure level is one-tenth (io] of the
labeled filling pressure at 21" C (70f.

2. Recommended classification: Class
H (perforance standards]. ThePanel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that a gas cylinder be"
classified into class H (performance
standards) because the Panel believes
that the design and materials used in the
device must be controlled to assure that
the cylinder is strong enough so thatit
does not rupture under use conditions.
The Panel also believes that cylinders
should be color coded according to the
system accepted by most manufacturers
in the United Stateg{e.g., green for
oxygen; gray for carbon dioxide; blue for
nitrous oxide- orange for cyclopropane;
red for ethylene; brown for helium;
black for nitrogen; and yellow is for air]
and should incorporate the pin-index
safety system to reduce the possibility
of delivering the wrong gas to the
patient. In addition, the Panel believes
that the cylinder should be clean and
sterile to assure that the patient is
protected from breathing contaminants
that may cause airwayinfecfin and.
irritation. The Panel believes that
general controls will notprovide
sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard. ThePanel believes
that the current Department of
Transportation regulation for transport
of medical gases in Title 49 of the Code
of Federal Regulations provides an
adequate and effective standard.

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel -

members' personal knowledge of, and
clinical experience with. gas cylinders.

5. Risks to health: (a) Trauma: If the
cylinder is not strong enough it may
rupture and cause injury to the patient
and, damage to other equipment and
may also endanger the patient's life due
to lack of an inhaled gas source. (b)
Infection and irritation of airway:
Contaminants in the cylinder may result
in infection or irritation of thepatient's
airway. (c) Wrong gas delivered to
patient: Lack of the proper color code or
a pin-index safety system may result in
the wrong gas being delivered to the
patient.
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Proposed Classification

FDA agrees with the Panel
recommendation and is proposing that
gas cylinders be classified into class I
(performance standards). The agency
believes that a performance standard is
necessary for this device because
general controls alone are insufficient to
control the risks to health presented by
the device. A performance standard
would provide reasonable assurance of
the safety and effectiveness of the
device; The agency also believes that
there is sufficient information to
establish a performance standard for
this device.

Therefore, under the Federal Food, -
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Fooudand Drugs
proposes to amend Part 868 in Subpait G
by adding new § 868.6275, to read as
follows:

§ 868.6275 Gas cylinder.
(a) Identification. A gas cylinder is a

device used as a container for
pressurized medical gas. This
identification applies only to gas
containers that are empty, i.e., to
containers that are not filled with gas by
the manufacturer or distributor. A,
cylinder is considered empty when the
pressure level is one-tenth (Vio) of the
labeled filling pressure at 210 C (70 ° F).

(b) Classification. Class H
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9, 1979.
William F. Randolph,
Acting Associate Commissioner for
RegulatdryAffairs.
[FR Do=. 79-33477 Filed 11-1-79; &45 am]
BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1802]

Medical Devices; Classification of Gas
Cylinder Holders

AGENCY: Food and Drug Administration.
ACTION: Proposed rule..

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comiment a proposed regulation
classifying gas cylinder holders into
class H (performance standards).

FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class I. The
effect of classifying a device into class II
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering.public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comnigents to the
office of the Hearing Clerk HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food ard Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of gas cylinder holders:

1. Identification: A gas cylinder holder
is a device used to hold a gas cylinder in
place.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that gas cylinder holders
be classified into class II (performance

standards) because the Panel believes
that the design and materials used in the
device must be controlled to assure
adequate strength and stability to
prevent damage caused by falling gas
cylinders. The Panel believes that
general controls will'not provide
sufficient control over this
characteristic. The Panel believes that a
standard would provide reasonable
assurance of the-safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, the device.

5. Risks to health: Damage and
trauma: If the cylinder holder Is not
sufficiently strong or stable, the cylinder
may fall and cause damage to
equipment and injury to users.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
gas cylinder holders be classified into
class II (performance standards). The
agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device, The agency
also believes that there Is sufficient
informati6n to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U;S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 888 In Subpart G
by adding new § 868.6285, to read as
follows:

§ 868.6285 Gas cylinder holder.
(a) Identification. A gas cylinder

holder is a device used to hold a gas
cylinder in place.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments

m I I
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may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9,1979.
William F. Randolph,
ActingAssociate Commissionerfor
RegulatoryAffairs.
[FR Doc. 79-33478 Filed 11-1-7M &45 am]
BILUNG CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1805]

Medical Devices; Classification of
Calibration Gases
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
-classifying calibration gases into class II
(performance standards). FDA is-also
publishing the recommendation of the
Anesthesiology Device Classification
Panel that the device be classified into
class II. The effect of classifying a
device into class II is to provide for the
future development of one or more
performance standards to assure the
safety and effectiveness of the device.
After considering public comments, FDA
will issue a final regulation classifying
the device. These actions are -being
taken under the Medical Device
Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305],
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, ID
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (IFK-430, Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background information concerning the
development of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of calibration gases:

1. Identificatiom A calibration gas is a
device consisting of a container of gas of
known concentratiln used to calibrate
gas concentration measurement devices.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low priority.

3. Summary of reasons for
recommendatiom The Panel
recommends that gas cylinder holders
be classified into class II (performance
standards) because the Panel believes
that the design and materials used in the
device must be controlled to assure
adequate strength and stability to
prevent damage caused by falling gas
cylinders. The Panel believes that
general controls will not provide
sufficient control over these
characteristics. The Panel believes that
a standard will provide reasonable
assurance of the safety and
effectiveness of the device and that
there is sufficient information to
establish a standard.

4. Summary of data on which the
recommendation is based: The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, this device.

5. Risks to health: Inappropriate "
therapy: Inaccurate gas concentration
data may result in the incorrect
calibration of concentration
measurement devices, thereby causing
inappropriate therapy.
Proposed Classification

FDA agrees with 1he Panel
recommendation and is proposing that
calibration gases be classified into class
II (performance standards). The agency
believes that a performance standard is
necessary for this device because
general controls alone are insufficient to
control the risks to health presented by
the device. A performance standard
would provide reasonable assurance of
the safety and effectiveness of the
device. The agency also believes that
there is sufficient information to
establish a standard for this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart G
by adding new § 868.6400, to read as
follows:

§ 868.6400 Calibration gas.
(a) Identification. A calibration gas is

a device consisting of a container of gas
of known concentration usedto

calibrate gas concentration
measurement devices.

(b) Classification. Class II
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65,5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 an. and4 pan., Monday through
Friday.

Dated. October 9,1979.
William F. Randolph.
Acting Associate Commnfssionerfor
AegulatoryAffairs.
[FR Doc. 0,79-379 Filed 11-1-7 :&45 am]
BILLLO CODE 4110-03-M

21 CFR Part 868

[Docket No. 78N-1806]

Medical Devices; Classification of
Anesthesia Stools

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMmAnY: The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying anesthesia stools into class I
(general controls). The effect of
classifying a device into class I is to
require that the device meet only the
general controls applicable to all
devices. FDA is also publishing the
recommendation of the Anesthesiology
Device Classification Panel that the
device be classified into class 1L The
effect of classifying a device into class H
is to provide for the future development
of one or more performance standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDA will issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes thai the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS* Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration. Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
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FOR FURTHER INFORMATION CONTACT:.
James R. Veale, Bureau-ofMedical
Devices HFK--430, Food and Drug.
Administration, Department of Health,-
Educationi and Welfare,,8757 Georgia.
Ave., Silver Spring, MD 20910, 301-427--
7220.

- SUPPLEMENTARYINFORMATION::

Panel.Recommendation
A proposal elsewhere in.this.issue-of

the Federal Registerprovides
background-information. concerningthe
development-of the proposed regulation..
The AnesthesiologyDevice
Classification-Panel, an FDAadvisory
committee,,made the following
recommendationiregarding the
classification of anesthesia stools:

1. Identification: An anesthesia stool
is a device used as a stool fortlie-
anesthesiologist in the operating room.-

2. Recommended classification:.Class
II (performance standards). The, Panel.
recommends that establishing a.
performance standard for this, device be
a low priority.

3. Summary of reasons for
recommendation: The Panel
recommends that anesthesia stools be
classified into class II (performance-
standards) because the Panel believes
that the design and materials used in the
device must be controlled to assure
good electrical conductivity from the
anesthesiologist to the floor to prevent
explosion hazards from-build-up of
static electrical, charges. and to assure
that the stool is stable at alEseat
heights. The Panelbelieves.that general
controls will not provide sufficinL .
control over these characteristics..The
Panel believes that a standard will
provide reasonable assurance of the
safety and, effectiveness of the device
and that there i sufficient information
to establish a standard. The Panel noted
the development of a conductivity
standard by the.NationaLFire Protection
Association,

4. Summary-of data on which the
recommendation is based: The Panel;
based it recommendation on the Panel
members"personal knowledge of, and'
clinical experience with; the device.

5. Risks to healtl (a) Burns, related-
injuries:, Poor electrical conductivity
from the operator to the'flbor may lead
to an explosion' due to Er build-up-of
staticelectrical charges in the presence
of flammable gas; causing bums and
related injuries to nearby personnel. (b)
Trauma: If the stool is unstable, the user-
may fall and be injured.

Prbposed Classification
FDA disagrees with.the-Panel

recommendation- and is proposing that
anesthesia stools be classified into class-

I (general controls withno exemptions.
Because.usersaare'-familiarwith. these
simple-devices andhave used.them:
successfully. for-many years without
significant.problems, the agency
believes-thata performance standard is.
unnecessaryi.Theagency-believes that
general-controls, including appropriate
labeling regarding the conductivity or
nonconductivity of-the device- andI
warnings againstuse.of the
nonconductive device in the presence.of
flammable anesthetic agents, are.
sufficient-to control the.risks to health
presented by the device.

Therefore,under the Federal Food,
Drug, and-Cosmetic-Act secs.513,
701(a),.52.Stat, 1055,90 Stat. 540-546. (21-
U.S.C. 360c;,371(a))]and under authority"
delegatedto:him.(21CFR.5.1),the
Commissioner ofFood'and.Drugs
proposes to amend.Part 868 ini.SubpartG
by adding'new. § 868.6700,Ao.iead.as
follows:

§ 868.6700' Anesthesia stool.
(a) Identificatfon. An anesthesia stool

is a device used as a stool'for the
anesthesibl0gistin the operating room.

(b),ClassrfiCaton. ClassI (general
controls).

Interested'persons may, on or before
January 2; 1980, submit to the Hearing
Clerk (HFA-305), Fbodand Drug
Administration, Rm..!-65;, 5600 Fishers
Lane, Rock~lle, Ml) 20857, written
comments regarding this proposal. Four

-copres oFany comments are-tobe
submitted, except that ihdiViduals may
submit one copy. Comments are-to be
identified with the Hearing Clerk docket
number found in brackets In the heading
of thisdocument; Recefved comments
may-be seenin the above office between

.9 a.m. and 4 p.m., Monday through
Friday.

Date&October 9,,1979.
William F..Randolphi,.
ActFngAssociate Commissiozzerfor
RegulatoryAff irs.
[FR Doc. 79-33480.nled 1-1-72: 845 am]
BILLING-cODE,41.1-.034M,

21 CFR-Part 868
[Docket No.78N-1810]

MedicalDevices; Classiflcation of
Tracheobronchial Suction Catheters
AGENCY: Food.IandDrug Administration.
ACTION: Proposed rule.

SUMMARY. The Food and Drug
Administration (FDA) is issuing for
public comment a proposed regulation
classifying tracheobronchial suction.
catheters into classI, (general controls).
FDA is also publishing.the,

recommendation of the Anesthesiology
Device Classification-Panel that the
device be classified Into class 1. The
effect of classifying a device Into class I
is to require that the device meet only
the general controls applicable to all
devices. After considering public
comments. FDA will issue a final
regulation classifying the device. Those,
actions are being taken under the
Medical Device Amendments of 1970.
DATES: Comments by January 2, 1980.
FDA proposes that the final regulation
based on this proposalbecome effective
30 days after the date of Its publication
in the Federal Register.
ADDRESS: Written comments to the
office oftheoHearing Clerk (HFA-305,
Food and Drug Adminstration, Rm. 4-65,
5600 FishersLane, Rockville, MD 20857.,
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of Medical'
Devices [HFK-430],Food'and Drug
Administratibn, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.

SUPPLEMENTARY-INFORMAT[ON:

Panel Recommendation
A proposal elsewhere in this issue of

the Federal Register provides
background-fiformaton concerning the
developmentof the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee; made the following
recommendation regarding the
classification- of tracheobronchial
suction catheters:

1. Identification:-A tracheobronchial
suction catheter is a device used to
aspirate liquids or semisolids from a
patient's upper airway-

2. Recommended'classification: Class.
I (general controls). The Panel
recommends that-there be no-,
exemptions.

3. Summary of reasons for
recommendation:w-The Panel
recommends that tracheobronchilal
suction catheters be: classifiedinto.class
I (general, controls),becausa general
controls are sufficienLto provide
reasonable assurance of the safety and
effectiveness of the device.

4. Summary of data on which the
recommendation is based: The Panel
based'its recommendation on the Panel
members' personalknowledge of, and
clinical experience with, the device,

5. Risks tohealthz(a),Trauma: Poor
design (e.g., improper size, shape, or
excessive rigidity of the device may
cause trauma to the patient's airway
tissues. (b) Infection-If the device Is not
sterile, infection may result..

I I
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Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
the tracheobronchial suction catheters
be classified into class I (general
controls) with no exemptions. The
agency believes that general controls
are sufficient to provide reasonable
assurance of the safety and
effectiveness of the device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5A), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart G
by adding new § 868.6810, to read as
follows:

§ 868.6810 Tracheobronchial suction
catheter.

(a) Identifcation. A tracheobronchial
suction catheter is a device used to
aspirate liquids or semisolids from a
patient's upper airway.

(b) Classification. Class I (general
controls).

Interested persons may, on or before
(January 2,1980,) submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9,1979.

William F. Randolph,
ActingAssociate Commissioner for
RegulatoryAffairs.
[FR Doc. 79-33481 Filed 1-1-79; &45 am]
BILLING CODE 4110-03-"

21 CFR Part 868

[Docket No. 78N-1807]

Medical Devices; Classification of
Patient Position Supports
AGENCY: Food and Drug Administration.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA] is issuing for
public comment a proposed regulation
classifying patient position supports into
class II (performance standards). FDA is
also publishing the recommendation of
the Anesthesiology Device
Classification Panel that the device be

classified into class IL The effect of
classifyi g a device into class H is to
provide for the future development of
one or more performance standards to
assure the safety and effectiveness of
the device. After considering public
comments, FDA will Issue a final
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January 2,1980.
FDA proposes that the final regulation
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.
ADDRESS: Written comments to the
office of tie Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT.
James R. Veale, Bureau of Medical
Devices (HFK-430), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 2010, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recommendation
. A proposal elsewhere in this issue of
the Federal Register provides
background information concerning the
deyelopment of the proposed regulation.
The Anesthesiology Device
Classification Panel, an FDA advisory
committee, made the following
recommendation regarding the
classification of patient position
supports:

1. Identification: A patient position
support is a device used to maintain the
position of an anesthetized patient
during surgery.

2. Recommended classification: Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a medium priority.

3. Summary of reasons for
recommendation: The Panel
recommends that patient position
supports be classified into class II
(performance standards) because the
Panel believes that the-design and
materials used in the device must be
controlled to assure proper padding and
positioning of supports to prevent soft
tissue, joint, and peripheral nerve injury
in unconscious, anesthetized patients;
and to assure conductivity of electricity
from the patient to the floor to prevent
explosion hazards from build-up of
static electrical charges in the presence
of flammable gases. The Panel noted
that the literature contains many reports
of nerve, soft tissue, and joint injury
from improperly designed, padded, or

placed positioning supports. The Panel
believes that general controls will not
provide sufficient control over these
characteristics. The Panel believes that
a standard would provide reasonable
assurance of the safety and
effectiveness of the device and that
there Is sufficient information to
establish a standard. The Panel noted
the development of standards for
conductivity by the National Fire
Protection Association.

4. Summary of data on which the
recommendation is based. The Panel
based its recommendation on the Panel
members' personal knowledge of, and
clinical experience with, this device and
their knowledge of the relevant
literature.

5. Risks to health: (a) Tissue injury:
Improper padding and positioning of
supports may cause soft tissue, joint,
and peripheral nerve damage to
unconscious, anesthetized patients. (b)
Burns and related injuries: Poor
conductivity of electricity from the
patient to the floor may lead to burns
and related injuries from explosions
caused by build-up of static electrical
charges in the presence of a flammable
gas.

Proposed Classification
FDA agrees with the Panel

recommendation and is proposing that
patient position supports be classified
into class I (performance standards).
The agency believes that a performance
standard is necessary for this device
because general controls alone are
insufficient to control the risks to health
presented by the device. A performance
standard would provide reasonable
assurance of the safety and
effectiveness of the device. The agency
also believes that there is sufficient
information to establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055,90 Stat. 540-546 (21
U.S.C. 360c, 371(a))) and under authority
delegated to him (21 CFR 5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart G
by adding new § 888.6820, to read as
follows:

§ 868.6820 Patient position support.
(a) Identification. A patient position

support Is a device used to maintain the
position of an anesthetized patient
during surgery.

(b) Classification. Class I
(performance standards).

Interested persons may, on or before
January 2,1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration. Rm. 4-65,5600 Fishers
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Lane, Rockville, MD 20857. written.
comments regarding this proposal.-Four
copies of anycomments are tobe -

submitted, except that individuals may
submit one copy..Comments are to be
identified with the Hearing Clerk docket
number foundin brackets in theiheading
of this document.,Received comments
may be seen.i the'above office between
9 a.m. and 4p.m..Monday through
Friday.

Dated: October 9,1979"
William F. Randolph,
ActingAssociate CommTssfoner for
Regulatori7Affairs
[FR Doc. 79-33482 Filed 11-1-79; &:45 am'
BILLING CODE 4110-03-M

21 CFR Part 868
[Docket No. 78N-18081

Medical Devices; Classification of
Medical Gas Yoke Assemblies
AGENCY: Food. and DrugAdminisirafion.
ACTION: Proposed rule.,

SUMMARY: TheFood. and Drug
Administration. FDA) is issuing for
public comment a proposed regulation
classifying medical gas yoke assemblies
into class II (performance standards.
FDA is also publishingthe
recommendation of the Anesthesiology
Device Classification Panelthat the
device be classified into class IL, The
effect of classifying a device into class, II
is to provide for the future development
of one or more performance. standards
to assure the safety and effectiveness of
the device. After considering public
comments, FDAwillissue a final .
regulation classifying the device. These
actions are being taken under the
Medical Device Amendments of 1976.
DATES: Comments by January'2, 1960.
FDA proposes that the final regulation
based on this proposalbecome effective
30 days after the date. ofits publication;
in the Federal Register.7
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
James R. Veale, Bureau of-Medical
Devices (HEK-430), Food and. Drug
Administration,' Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910, 301-427-
7226.
SUPPLEMENTARY INFORMATION:

Panel Recomnflendation
A proposal elsewhere in this ssue of

the Federal Register provides

background information concerning, the
development of the proposed regulation.
The Anesthesiology Device:
Classification.Panel, andEDA advisory
committee, made the following
recommendation regarding the
classificatforL of medical gas-yoke
assembliem

1. Identification. A medical gas yoke
assembly is a device used. to connect
medical gas cylinders to regulators, and/
or needle valves to supply gases for
anesthesia or respiratory therapy. The.
device mayinclude, a gas~filter;.

2. Recommended classification. Class
II (performance standards). The Panel
recommends that establishing a
performance standard for this device be
a low pri6rity-

3. Summary of reasons for
recommendatfon.-The Panel'
recommends that medical gas yoke
assemblies be classified into class Ir
(performarice standards) because the
Panel believes that the design, materials,
and construction of the device must be
controlled to assure that a proper
connection~is, ade between the gas
cylinder and other devices to prevent
fire and bums due to leakage of
flammable gases. In addition, the Panel
believes that the device should
'incorporate a system, such as a pin-
index safety system, to prevent delivery
of an inappropriate gas- to the patient,
and that the yoke filter should operate
effectively-to prevent contamination of
the breathing system or infection of the
patient. The Panel believes that general-
controls would not provide sufficient
control over these characteristics. The
Panel believes, that a standard would
provide reasonable assurance of the
safety and effectiveness of the device
and that-there is sufficient information.
to establish a standard. The Panel noted
the. development of standards for this,
device by-the committees of the
Compressed Gas Association, Inc., the
British Standards Institute, and the
Norges Standardiserngsforbund.

4. Summary of data on which the
recommendation is based: The Panel
basedits recommendation onthePanel
members' personalknowledge of, and
clinical experience with, the device.

5. Risks. to health: (a Burns and
related injuries: Leakage of flammable
gases due. to poor connectionsmay
causeburns or related injuries to users.
(b) Inappropriate therapy: Lack of a pin-
index safety- system may result in the.
delivery'of aninappropriate gas, to the
patient. (c] Contamination. or infection:
An ineffective yoke filter may result in
contamination.of the breathing system
or infection of, the patient.

Proposed Classification
FDA-agrees with the, Panel

recommendation and is. proposing that
medical gas yoke assemblies be,
classified into class R1 (performance
standards). The agency believes that a
performance standard is necessary for
this device because gdneral controls
alone are insufficient to control the risks
to health presented by the device. A
performance standard would. provide
reasonable assurance of the safety and
effectiveness of the, device. The agency
also believes that there is sufficient
information to- establish a standard for
this device.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 513,
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21
U.S.C 360c, 371(a))) and under authority
delegated to him (21 CFR-5.1), the
Commissioner of Food and Drugs
proposes to amend Part 868 in Subpart G
by adding new § 868.6985, to read as
follows.

§ 868.6985, Medical gas yoke assembly.
(a) Identification. A medical gas yoke

assemblyis a device used to connect
medical gas cylinders to regulators and/
or needle valves to supply gases for
anesthesia orrespiratory therapy. The
device mayinclude a gas filter.

(b) Classification. Class 11
(performance standards).

Interested persons may, on. or before
January 2, 1980, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four.
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. Received comments
.may be seen in the above office between
9 a.m. and 4 p.m., Monday through
Friday.

Dated: October 9, 1979.
William F. Randolph,
Acting Assoclate Comminssioner for
RegulatoryAffairs.
[FR Doc. 79-33483 Filed 1t-1-7g.8:45 am)
BILLING CODE 4110-03-M
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DEPARTMENT OF LABOR

Employment Standards
Administration, Wage and Hour
Division

Minimum Wages for Federal and
Federally Assisted Construction;
General Wage Determination
Decisions

General Wage Determination
Decisions of the Secretary of Labor
specify, in accordance with applicable
law and on the basis of information
-available to the Department of Labor
from its study of local wage conditions.
and from other sources, the basic hourly
wage rates and fringe benefit payments
which are determined to be prevailing
for the described classes of laborers and.
mechanics employed on construction
projects of the character and in the
localities specified therein.

The determinations in these decisions
of such prevailing rates and fringe
benefits have been made by authority of
the Secretary of Labor pursuant to the
provisiohs of the Davis-Bacon Act of
March 3, 1931, as amenddd (46 Stat.
1494, as amended, 40 U.S.C. 276a) and of
other Federal statutes referred to in 29
CFR 1.1 (including the statutes listed at
30 FR 306 following Secretary of Labor's
Order No. 24-70) containing provisions
for the payment of wages which are
dependent upon determination by the
Secretary of Labor under the Davis-
Bacon Act; and pursuant to the
provisions of Part 1 of Subtitle A of Title
29 of Code of Federal Regulations,
Procedure for Predetermination of Wage
Rates, (37 FR 21138) and of Secretary of
Labor's Orders 12-71 and 15-71 (36 FR
8755, 8756). The prevailing rates and
fringe benefits, determined,in, these
decisions shall, in accordance with the
provisions of the foregoing statutes,
constitute the minimum wages payable
on Federal and federally assisted
construction projects to laborers and
mechanics of the specified classes
engaged on contract work of the
character and in the localities described
therein.

Good cause is hereby found for not
utilizing notice and public procedure
thereon prior to the issuance of these
determinations as prescribed in 5 U.S.C.
553 and not providing for delay in
effective date as prescribed in that
section, because the necessity to issue
construction industry wage
determination frequently and in large
volume causes procedures to be
impractical and contrary to the public
interest.

General Wage Determination
Decisions are effective from their date of
publication in the Federal Register

without limitation. as to time and are to.
be usedin accordance with the
provisions of 29 CFR Parts I and 5.
Accordingly, the applicable decision.
together with any modifications issued
subsequent to its publicaiion date shall
be made a part of every contract for
performance of the described work
within the geographic area indicated as
required by an applicable Federal
prevailing wage law and 29 CFR, Part 5.
The wage rates contained therein shall
be the minimum paid under such
contract by contractors and
subcontractors on the work.

Modifications and Supersedeas
Decisions to General Wage
Determination Decisions

Modifications and Supersedeas
Decisions to General Wage
Determination Decisions are based upon
information obtained concerning
changes in prevailing hourly wage rates
and fringe benefit payments since the
decisions were issued.

The determinations of prevailing rates
and fringe benefits made in the
Modifications and Supersedeas
Dbcisions have been made by authority
of the Secretary of Labor pursuant to the
provisions of the Davis-Bacon Act of
March 3, 1931, as amended (46 Stat.
14949, as amended, 40 U.S.C. 276a) and.
of other Federal statutes referred to in
29 CFR 1.1 (including the statutes listed
at 36 FR 306 following Secretary of

-Labor's OrderNo. 224-70) containing
provisions for the payment of wages
which are dependent-upon
deterninatfon'bt the Secretary of Labor
under the Davis-Bacon Act; and ,
pursuant to the provisions of Part 1 of
.Subtitle'A of Title 29 of Code of Federal
Regulations, Procedure for
Predetermination of Wage Rates (37 ER
21138) and of Secretary of Labor's
Orders 13-71 and 15-71 (36 FR 8755,
8756]. The prevailing rates and fringe
benefits determined in foregoing
General Wage Determination Decisions,
as hereby modified, and/or superseded
shall, in accordance with the provisions
of the foregoing statutes, constitute the*
minimum wages payable on Federal and
federally assisted construction projects
to laborers and mechanics of the
specified classes engaged in contract
work of the character and in the
localities described therein.

Modifications and Supersedeas
Decisions are effective from their date of
publication in the Federal Register
without limitation as to time and are to
be used in accordance with the
provisions of 29 CFR Parts 1 and 5.

Any person, organization, or
governmental agency laving an interest
,in the wages determined as prevailing is

encouraged to submit wage rate
information for consideration by the
Department. Further information and
self-explanatory forms for the purpose
of submitting this data may be obtained
by writing to the U.S. Department of
Labor, Employment Standards
Administration, Wage & Hour Division,
Office of Government Contract Wage
Standards, Division of Construction
Wage Determinations, Washington, D.C.
20210. The cause for not utilizing the
rulemaking procedures prescribed in 5
U.S.C. 553 has been set forth in the
original General Determination
Decision.
New General Wage Determination
Decisions 

I

Maryland.-MD79-3048.
West Virginia.-WV79-3044.

Modifications to General Wage
Determination Decisions

The numbers of the decisions being
modified and their dates of publication
in the Federal Register are listed with
each State.
'Connedct

G'r79-2010 .................. ..............
G179-2011 ...........................

Ftarida:
FL79-1064 .........................................

Hawaii
1-118-5130- ....... .......... .....................

Idaho: I
ID79-5112 ..................... .

Kentucky.
KY79-1018 ~~ ............................

Maine:
ME79-2042 ...... ...... . .....

Oklahof=a
OK79-4023 ...............................................
0K79-4076 .............................................

Pennsylvania
PA79-3007" . ...... .. ......... .......................... .

PA78-3043 ....... ..............
PA78-3071 ............................................

Texas:
TX79-4068 .... .... . -........................

Apr, 8, 1979,
Apr. 0, 1079.

Apr. 13, 1979.

Nov. 24, 1070.

May 25,1979.

Feb. 2,1979.

May 4, 1970.

Feb, 2 1070.
Aug. 17,1079.

Apr. 8, 1079.
May 12, 1970.

Oct. 8, 1970.

July 8, 1970.

Supersedeas Decisions to General Wage
Determination Decisions

The numbers of the decisions being
superseded and their dates of
publication in the Federal Register are
listed with each State. Supersedeas
Decision numbers are in parentheses
following the numbers of the decisions
being superseded.
Indiana:

IN77-2021. IN77-2022, IN77-2023
(IN79-2083) ........................................... Fob. 8, 1077.
IN77-2099 (IN79-2084) .................. . May 27,1977.

New Mexico:
NM79-4022 (NM79-4104) ....................... Feb. 2.1970,
NM9-4079 (NM79-4103) ...................... Sept, 7,1970Utah:
UI'?8-5128 (UT79-135). OcL 8, 1979,

Cancellation of General Wage
Determination Decision

The general wage decision listed
below is cancelled. Agencies with
construction projects pending td which
the cancelled decision would have been
applicable should utilize the project

Nommornmomm
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determination procedure by submitting
Form SF-308. See Regulations Part 1 (29
CFR), Section 1.5. Contracts for which
bids have been opened shall not be
affected by this notice. Also, consistent
with 29 CFR 1.7(b)(2), the incorporation
of the cancelled decision in contract
specifications, the opening of bids for
which is within ten (10) days of this
notice, need not be affected. IN77-
2026-Orange County, Indiana-
Residential Construction.
. Signed at Washington, D.C. this 26th day of
October 1979.
C. Lamar Johnson,
DeputyAdministrator Wage andHour
Division.
BILLNG CODE 4510-27-M
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DEPARTMENT OF THE INTERIOR

Fish and Wildlife Service

50 CFR Part 17

Endangered and Threatened Wildlife
and Plants; Proposed Listing With
Endangered Status for Five Species of
Foreign Reptiles

AGENCY. Fish and Wildlife Service,
Interior.
ACTION: Proposed rule.

SUMMARY: The Service proposes that
five species of foreign reptiles be listed
as Endangered species. This action is
being taken because these species have
been subject, at least in.part, to
malicious killing, overcollection,
competition and habitat destruction by
introduced feral animals, and habitat
destruction by human activities. The
species included in this proposed rule
are as follows: Fiji Island banded iguana
(Brachylophusfasciatus), Fiji iguana
(Brachylophus sp.), San Esteban Island
chuckwalla (Sauromalus varius), and
two Round Island boas (Bolyeria
multicarinata and Casarea dussumier).

With the exception of the San-Esteban
Island chuckwalla, all are strictly.
protected in-the country of origin. This
rule would provide additional protection
to wild populations of-these Endangered
reptiles.
DATES: Comments from the public and
from the governments of the countries
wherethese species occur must be
received by January 31, 1980.
ADDRESSES: Submit comments to
Director tOES), U.S. Fish and Wildlife
Servicb, Department of the Interiori,
Washington, D.C. 20240. Comments and
materials relating to this rulemaking are
available for public inspection during
normal business hours at the Service's
Office of Endangered Species, 1000 N.
Glebe Road, Arlington, Virginia.
FOR FURTHER INFORMATION CONTACT:
Mr. John L. Spinks, Jr., Chief, Office of
Endangered Species, U.S. Fish and .
Wildlife Service, U.S. Department of the
Interior, Washington, D.C. 20240 (703/
235-2771).
SUPPLEMENTARY INFORMATION:

Background
San Esteban Island chuckwalla. In the

Federal Register of March 6,1979, (44 FR
12391), the Fish and Wildlife Service
published a Notice of Review on the
status of the San Esteban Island
chuckwalla based on a petition to list
this species by Dr. Ted Case.
Information contained in the notice
summarized existing knowledge

concerning its status and the reasons for
'donducting the review. Persons who
desire to review these data should
consult this document or the -
Endangered Species Technical Bulletin
of March, 1979; these documents are
available from the Office of Endangered
Species, U.S. Fish and Wildlife Service,
Washington, D.C. 20240.

A total of 3 comments were received
in response to the notice. These
comments are summarized below.

Charles K. Sylber (Colorado State
University) provided additional support foi
observations on habitat destruction on San
Esteban Island. He noted that since the Baja
road opened, increasing numbers of iguanas
have apparently been removed; he also noted
that both Mexican and Seri Indians have
increased thiir consumption of iguanas as
food prices have risen. He agreed with Dr.
Ted Case that the iguana's primary range is a
single arroyo and that this arroyo is easily
disturbed because of its accessibility.

Dr. Edward Shallenberger (Sealife Park)
and A. G. Skinner both supported the listing
of the species. Dr. Shallenberger, based on
his studies of Sauromalus in the Gulf of
California, believes a population estimate of
4500 animals to be a high estimate.

The status of each of the other species
will be discussed below; information on
these species was obtained from
literature review, discussionswith
knowledgable individuals, and
information presented at the joint
annual meeting of the Herpetologist's /

League and Society for the Study of
Amphibians and Reptiles held August
12-16, 1979 in Knoxville, Tennessee.
Both species of boas are on Appendix I
of the Convention on International
Trade in Endangered Species of Wild
Fauna and Flora.

Section 4(4) of the Act (16 U.S.C. 1531
et seq.) states:

General--l) he Secretary shall by
regulation determine whether any species is'
an endangered species or a threatened
species because of any of the following
factors: (1) the present or threatened
destruction, modification, or curtailment of its
habitat or range; (2) overutilization for
commercial, sporting, scientific, or
educational purposes; (3) disease or
predation; (4) the inadequacy of existing
regulatory mechanisms; or (5) other natural or
man-made-factors affecting its continued
existence.
This authority has been delegated to the
'Director. The reptiles proposed for
listing as Endangered species relate to
these factors as follows (numbers refer
to factors above):

Summary of Factors Affecting the
Species .

San Esteban Island chuckwalla. (1)
This large lizard occurs only on 43 km 2

San Esteban Island in the Gulf of

California where its main habitat Is a
single arroyo that runs along the
southeast corner of the island. Although
there are no permanent human
settlements on the island, there has boon
some destruction of chuckwalla habitat,
apparently in attempts to obtain
specimens. Because of the limited extent
of chuckwalla habitat, this area Is
extremely vulnerable to modification. (2)
This is a major concern for the
continued survival of this species. ,
Commercial operations have visited the
island and reportedly removed large
numbers of individuals for the pet trade.
Because of the life history
characteristics of this species (as
summarized in the March 0 Notice of
Review), it is unlikely that the
population can sustain such harvest.
The removal of individuals to serve as
exotic pets could clearly jeopardize this
species. (3) Individuals are occaslonally
eaten by Mexicans'and Seri Indians, (4),
This species is currently not protected
by international trade agreements
although a collecting permit Is required
by Mexico. This requirement is difficult
to enforce and may be circumvented by
zealous collectors.

Fiji Island banded iguana and Fil
iguana. These iguanas are found only In
the Pacific, the Fiji Island banded iguana
on several islands in Fiji and Tonga and
the recently'discovered but as yet
undescribed Fiji iguana only on a little
(1 king remote island in the Fiji group.
Both species face the same threats and
are discussed together. (1) The felling of
trees and forest for human purposes and
habitat destruction caused by
introduced goats are likely to eliminate
the habitat of these species and thus
lead to their extinction. (2) Because of
the unique distribution, attractive
coloration and limited range of these
species, the threat of commercial
exploitation is high. Indeed, specimens
of the Fiji Island banded Iguana were
involved in a major reptile smuggling
case as late asAugust 1977. Dr. John
Gibbons, who discovered the new
iguana, believes exploitation to be a
threat to the species. (3) Predation by
feral cats is believed to be a problem. (4)
Killing by native Fijians is also a
problem facing these species,

RoundIsland boas. These species are
the sole surviving members of the
subfamily Bolyerinae, a group of
primitive boas. The numbers of Bolyeria
multicarinata are unknown as there
have been only six sightings since 1935,
the last in 1975. the total population of
Casarea dussumieri is estimated to be
around 75 animals. (1) Rabbits and goats
were introduced onto Round Island In
1840 and these animals have destroyed
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the island's vegetation so that severe
erosion has occurred. The resulting
deterioration of the palm forest is the.
main threat to these snakes.

Effects of the Rulemaking

Endangered species regulations
published in Title 50 of the Code of
Federal Regulations set forth a series of
general prohibitions and exceptions
which apply to all Endangered species.
The r egulations referred to above, which
pertain to Endangered species, are
found at § 17.21 of Title 50, and are
summarized below.

With respect to the five species of
reptiles in this proposed rule, all
prohibitions of Section 9[a)[1) of the Act,
as implemented by 50 CFR 17.21, would
apply. These prohibitions, in part, would
make it illegal for any person subject to
the jurisdiction of the United States to
take, import or export, ship in interstate
commerce in the course of a commercial
activity, or sell or offer for sale these
species in interstate or foreign
commerce. It also would be illegal to
possess, sell, deliver, carry, transport, or
ship any such wildlife which was
illegally taken. Certain exceptions
would apply to agents of the Service and
State conservation agencies.

Regulations published in the Federal
Register of September 26,1975 (40 FR
44412], codified at 50 CFR 17.22 and
17.23, provided for the issuance of
permits to carry out otherwise
prohibited activities involving
Endangered or Threatened species
under certain circumstances. Such
permits involving Endangered species
are available for scientific purposes or
to enhance the propagation or survival
of the species. In some inttances,
permits may be issued during a specified
period of time to relieve undue economic
hardship which would be suffered if
such relief were not available.

Endangered Species Act Amendments of
1978

The Endangered Species Act
Amendments of 1978 specify that the
following be added at the end of
subsection 4(a](1) of the Endangered
Species Act of 1973:

At the time any such regulation (any
proposal to determine a species to be an
Endangered or Threatened species) Is
proposed, the Secretary shall by regulation.
to the maximum extent prudent, specify any
habitat of such species which is then
considered to be critical habitat.

Since Critical Habitat only applies to
domestic species, and the species under
consideration in the rulemaking are not
domestic, this amendment does not
apply.

The Endangered Species Act
Amendments of 1978 further state the
following:

(B) In the case of any regulation proposed
by the Secretary to carry out the purposes of
this section with respect to the determination
and listing of endangered or threatened
species and their critical habitats in any State
(other than regulations to Implement the
Convention], the Secretary-

(I) shall publish general notice of the
proposed regulation (including the complete
text of the regulation), not less than 60 days
before the effective date of the regulation

(1) in the Federal Register, and
(11] if the proposed regulation specifies any

critical habitat, in a newspaper of general
circulation within or adjacent to such habitat.

(ii) shall offer for publication in appropriate
scientific journals the substance of the
Federal Register notice referred to in clause
(i)(,];

(iii) shall give actual notice of the proposed
regulation (including the complete text of the
regulation), and any environmental
assessment or environmental impact
statement prepared on the proposed
regulation. not less than 60 days before the
effective date of the regulation to all general
local governments located within or adjacent
to the proposed critical habitat, if any; and

(iv) shall-
(I) if the proposed regulation does not

specify any critical habitat, promptly hold a
public meeting on the proposed regulation
within or adjacent to the area In which the
endangered or threatened species is located.
if request therefore is filed with the Secretary
by any person within 45 days after the date
of publication of general notice under clause
(i)(1), and

(II) if the proposed regulation specifies any
critical habitat promptly hold a public
meeting on the proposed regulation within
the area in which such habitat Is located in
each State. and, if requested. hold a public
hearing in each such State.

In the case of the five reptiles herein
considered, Section 4(B)(i)(I) above is
hereby complied with. In addition, the
following scientific journals will be
notified of the proposal and offered a
copy of the Federal Register document
for either publication or distribution to
scientists: Copela. Herpetologica,
Herpetological Review: and the Journal
of Herpetology. Since these species are
not domestic and no critical habitat is
included in the proposal, none of the
other amended subsections of this
Section are applicable.
Public Comments solicited

The Director intends that the rules
finally adopted will be as accurate and
effective as possible in the conservation
of any Endangered or Threatened
species. Therefore, any comments or
suggestions from the public, other
concerned governmental agencies, the
scientific community, industry, private
interests, or any other interested party
concerning any aspect of these proposed
rules are hereby solicited. Comments
particularly are sought concerning:

(1] Biological or other relevant data
concerning any threat (or the lack
thereof] to the five reptiles;

(2) Additional informationi concerning
the range and distribution of these
species.

Environmental Considerations
A draft environmental assessment has

been prepared pursuant to the Executive
Order 12114 and is on file in the
Service's Washington Office of
Endangered Species, Suite 500,1000 N.
Glebe Road. Arlington, Virginia. It
addresses this action as it involves
these five reptiles.

The primary author of this rule is Dr.
C. Kenneth Dodd. Jr., Office of
Endangered Species (703/235-1975).

Regulations Promulgation
Accordingly, it is proposed that Part

17, Subchapter B of Chapter L Title 50 of
the U.S. Code of Federal Regulations be
amended as follows:

1. By adding the five reptiles herein
considered to the list, alphabetically,
under "Reptiles" as indicated below-
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§17.11 Endangeredand threatened wildlife..

Species Range.sped- Range 'Status "When "Spoeni
tCommon'name sScenificmame Pqpiation" Known distlbution Portlon Isted ,nues

endangered

Iguana.-.Rji Itsands banded... .&acophuslasdatus INA Fii,.Tonga.. .... . Entre-......-......... E NA
Iguana, 'FlIBrachlophlsp NA Fiji Entkm-. . .E .. NA
Chuckwalla.an Esteban4.6andZ rvaus N ,A Mexio-............ Er E NA
Boa,Round:IsInds .. .. .Casarea dussuref - -NA Mauritius Entko.....- £ - , NA
Boa. ROundIslands..----. .... .Boyedan=utcanata NA .Mauritus.... . -Entiro E.... . NA

"Note,-The -Department of the rterior has determined that tis rule is not a significant rule and does 'not require preparation of a
regulatory.analysis anderxecutive 'Orderl.2044 and 43 CFR Part 14.

Dated: October 15,1979..
Robert S.:Cook,
Deputy Director, Tidh und Wiidlife Serice.

[FR Doc1/943397eFfled 11-1-7;&,, 8:.55im
BIW.NGCODE 14310-55-M
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DEPARTMENTOF HEALTH,
EDUCATION, AND WELFARE

Office of Human Development
Services

Enrollment and Attendance Policies in
Head Start

AGENCY: Office of Human Development-
Services, HEW.
ACTION: Finhl program policy.

SUMMARY: This Head-Start policy
provides requirements that assist
grantees in dealing with two continuing
problems they encounter which hinder
their ability in serving the target
population efficiently: (1) Insuring that
program enrollment is consistent with
available resources and that resources
are effectively utilized; and (2) insuring
that children participate fully in the
program consistent with sound child
development practice.

The policy includes requirements
which (1) insure successful recruitment
and enrollment, (2) maintain appropriate
enrollment and average daily
attendance, and (3) stress the
importance-of-familysupport services
and program activities to foster the
child's full participation. in the program.
EFFECTIVE DATE: November 2, 1979.
FOR FURTHER INFORMATION CONTACT. D.
C. Drohat or Taik M. Lee, Prqgram
Management and Operations]3ivision,
Head Start Bureau, Administration-for
Children, Youth and-Yamilies, Officeof
Human Development Services,
Department oTHealth, Education, ana
Welfare, Washington, D.C.20201-(2021
755-7488).
'SUPPLEMENTARY-INFORMATION: The
proposedpolicy onEnrollment nd
Attendance Policies in Head Startwas
published on'December1,'197641TFR
52788)'to issue policy instructionslor
Head Start agencies to insure successful
recruitment, enrollment and attendance.

Head Start grantees, interested
persons and organizations were invited
to submit comments on or before
January 3, 1977. Four hundred and fifty
(450) comments were ieceived from one
hundred and fifty-two (152) individuals
and organizations with regard to the
proposed policy. Of one hundred and
fifty-two (152) letters, one hundred and
forty-one (41] came from Head Start
agencies and-parents. Many-commenters
objected to the mandatory requirements
for overenrollment and ninety (90)
percent average daily attendance. Thus,
the Administration for Children, Youth
and Families (ACYF) established a task
force to evaluate the policy requirments
in light of these comments.

TheACYF task force tentatively
-revisedtlhe-policy based on the
comments received. The task force then
conducted a two day workshop -at the
Wisconsin Head Start Directors'
Association Meeting and another two
day workshop at the National Head
Start Directors' Association Conference
to solicit input in revising and refining
the requirements in the policy.In
addition, the task force sampled
selected Head Start agencies to
ascertain their average daily attendance
rate and the resource implications for
overenrollment. The result of the sample
was used as a basis for discussion at the
National Head Start Directors'
Association Conference.

Upon completion of the two
workshops ACYF made a critical
analyses of all aspects of the policy
requirements; which resulted in
significant changes.

The follbwing changes weremnadeln
the policy as a result of the comments,
the two workshops and ACYF analyses:

1. It was suggested that the minimum
requirements of 90 percent average da~ily
attendance of the funded slots was
-unrealistically-high in view of the fact
thatL[1) Head Start is serving an age
group thatis very vulnerable to
childhood diseases and illiesses,'(2
severe Weather prevents children from
attending the classes in some areas, (3)some.Head-Start populations are
transient, and (4] enforcement ofa-a0
percent average daily attendance
xequirementmight lead some Head Start
'agencies-toscreen out childrenlrom
families where attendance is considered
:likdly topose problems. ACYF
concurred and made the following
revisions:
. "i} rThe-ninmum average daily
attendance rate was changed from 90

refcent ofthe funded slots to 85percent
ofthe'funded slots.

Iii) Average daly attendance was
defined in the same manner as-forithe
Child Care Food Program administered
by the Department of Agriculture to,
facilitate recordkeeping at the local
program level.

(iii) A requirement was adopted which
seeks to prohibit Head Start agencies
from screening out children from
families.where attendance maybe a
problem. Greater emphasis was placed
on outreach and support for hard-to-
serve families whose children may
derive particular benefits from
participation in Head Start.

2. It was said that maintaining full
enrollment is very difficult, if not
impossible, because (1) some HeadStart
populations are transient, (2) Head Start
agencies have to follow an established
enrollment procedure which takes one

to two weeks to complete, (3) most of
the Head Start agencies close for the
summer and Head Start staff return to
work two to three weeks prior to
.beginning of the operating year. This
leaves a very short period of time In
which to reach full enrollment. ACYF
understands these difficulties. However,
these considerations must be balanced
against the need to utilize resources
-efficiently to insure that the optimum
number of children are served.
Therefore, full enrollment must equal the
number of funded slots. Moreover,
programs with small class sizes, where
child-adult ratios and other resources
permit, are encouraged to enroll up to
_110percent of the funded slots at the
beginning of the operating year to
compensate for the fact that not every
-child initially enrolled may attend Head
Start throughout the year. Safeguards
and circumstances under which
overenrollment may not be done by
,grantees and delegate agencies are
.spelled out in the policy.
:3. Strong objections were raised on

the proposed mandatory overenrollnent
provision when the average daily
,attendance rate drops below 90 percent
-of the funded slots. Some of the reasons
for the objections were that (1)
comprehensive health, education, social
and nutrition services would not be -
available to all enrollees because Head
Start does not have additional funds for
such-services, (2) emphasis on
overenrollment might lead to a serious
decline in the quality of services
provided to children by emphasizing
qjuantitative aspects rather than seeking
to eliminate the causes bf low
.attendance, (3) on the days that
attendance exceeds 100 percent, the
teacher-child ratio would be reduced
:and sound-child development might be
jeopardized, (4) Head Start Is already In
effect overenrolled clue to the built-in
turnover rate, as a result of which the
number of children served In one year
'exceeds the number for which the
program is funded, and (5) this could
create an oveicrowding of classrooms,
At the same time many cbmmenters
recommend that ACYF give Head Start
-agencies the option to overenroll, ACYF
concurred and revised the mandatory
overenr9llment requirement so that
:overenrollmemt-is optional for Head
Start agencies that meet certain
specified criteria.

4. It was pointed out that the
sanctions set out in the Scope section Is
that while one center is experiencing
low enrollment and average daily
attendance, another center under the
same Head Start agency may have a
w.aiting list. Thus, the sanction should
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be on a center-by-center basis. ACYF
believed that itwouldbe -difficult to
administer all aspectsoffthe-policy on a
center-by-renter basis and the policy
was not changed as a result of this
comment.

5. It was also ,ecommended that
ACYF evaluate the impact of the
minimum average daily attendance rate
and the enrollment rate on Head Start
agencies one year from the effective
date of this policy.ACYF will monitor
progress of the policy through
semiannualreporis fromgrantees andas
part of on-site pre-ieview and
validation.

6. Since it was recommendedithat
ACYF define "center" and "classroom, '

these terms have been defined.
7. It-wasTecommended'that this

policy should emphasize the importance
of regular attendance, since it is a good
habit which will assist a ihild and
family in elementary school. ACYF
concured and has gone further to
mandate family support procedures in
cases where there are chronic problems
of child attendance.

8.It was recommened that ACYF
require Head Start agencies to document
their enrollment plans. ACYF concurred
and made the necessary provision.

9. It was recommended that ACYF
change its requirement from follow-up
on the fourth consecutive day to the
third consecutive day of a child's
absence. ACYF ascertained that this
was a general practice of Head Start
agencies and therefore ACYF concurred
with the recommendations.

The purpose of this policy is to set
requirements which will help Head Start
agencies achieve successful recruitment
full enrollment and appropriate average
daily attendance. Thus, Head Start
agencies will be more effective in
utilizing resources and providing needed
services to larger numbers of children.

The basis for-this policy is Section 517
of the Headstart-FollowThrough Act,
where the Secretary is directed to
prescribe rules or regulations to insure
that each Head Start agency shall
observe standardsof organization,
management, and administration which
will assure that all program activities
are conducted-ina manner consistent
with the Act and the objective of
providing assistance effectively and
efficiently.
(Catalog ufFederal Domestic Assistance
Program No. 13.00-Axninistration for
Children, Ytmth and Families-leadStart)

Dated:- October 26,1979.
Hurschel Sauier,
Acting Commissionerfor Cldidren, Youth, ond
Fcmilies.

Approved. October 29.1979.
Arabella MartLinez,
A.4sistant SecneaiyforHumfa Developinent
Strvices. -0

Chapter S-30-317-1 in the Head Start
Policy Manual reads as follows:
S-30-37-1-o Pwpose.
S---317-1-10 Scope.
S-30-317-1-20 Enforcement.
S-30-317-1-30 Definitions.
S--30-317-1-40 Palicy.

Authority. 42 U.S.C. 2928g.

S-30-317-1-0 Purpose.

This Chaptersets forth the policies
formulated to maintain successful
rccruitment, full enrollment, and
appropriate average -daily attendance In
each Head Start program.

S-30-317-1-10 Scope.

This policy applies to all Head Start
programs operating one or more of the
standard program options. However it
does not aplly to home-based programs
nor does it apply to Parent-Child
Centers, experimental and
demonstration programs.

S-30-317-1-20 EnforcemenL

Compliance with this policy will be
checked by HEW regiodal offices during
the on-site pre-review and validation
visits or at any time during the operating
'year and from the grantee's Program
Information Report. The responsible
HEW official shall provide a period of
thirty calendar days but no more than
s:xty calendar days for a Head Start
Program whose actual enrollment has
droppedbelow its funded enrollment to
increase enrollment to or above 100
percent of the total number of funded
slots. The responsible HEW official
shall offer the necessary technical
assistance for a Head Start program to
increase enrollment. If a grantee does
not -achieve full enrollment by the end of
the thirty to sixty day period established
Ly the HEW regional office and
considering the technical assistance
requested and provided, the HEW
official will take appropriate remedial
action as follows:

1. Grant funds may be reduced in
approximate relationship to the number
of unfilled slots, i.e., the difference
between actual and funded enrollment
at the end of the thirty-sixtyday
compliance period.This would occur at
the time of the refunding grant award
immediately following the end of the
compliance period or the subsequent
grant award, whichever is reasonable
considering the results of the grantee's

apparent effort to achieve funded
enrollment and the time relationship
between the end of the compliance
period and the grantee's next budget
year.

2. In the case of flagrant or continued
failure of a grantee to reach funded
enrollment, consideration will be given
to the denial of refuiding in accordance
with 45 CFR Part1303.20et. seq., on the
basis of ineffective -use ofFederal funds.
The responsible HEW official would
reach a conclusion of continued
underenrollment. for example. if a
grantee experiencedrepeated periods of
substantial -underenrollment in spite of
its own specialefforts and HEW
technical assistance and compliance
periods.

For grantees which fail to provide
family support services when average
daily attendance falls below 85 percent,
enforcement shall be on the same basis
as failure toimplement any other-of the
program performance standards and
may be the occasion for denial of
refunding or termination.

S-30-317-1-30 Defihitnons.
1. "Average Daily Attendance" is the

aggregate days attendance in the
classroom of all children divided by the
number of days the classroom is in
operation during 'the period.The average
daily attendance for groups of
classrooms having varying lengths of
terms is the sum of the average daily
attendance for the individual -
classrooms. This definition is the same
as that used in the Child Care Food
Program administered by the
Department of Agriculture to simplify
local program recordkeeping and
reporting.

2. "Classroom" means a space in a
Head Start center where children are
engaged in Head Start activities.

3. 'Documented excused absence"
means an absence for-the following
reasons for which there is acceptable
documentation or written evidence:

a. A child is hospitalized.
b. A child is incapacitated due to a

serious illness or injuries.
c. A child contracts a communicable

disease.
d. A childitas oherbealth ailments

which temporarilyprevent attendance,
such as asthma.

e.There is a death in a child's family.
f. A child cannot attend class because

he or she has to receive medical
treatment or therapy at the time when
the class isbeing held.

g. The child's attendance is affected
by temporary family situations.

4. "Eligible children" Isee 45 CFR Part
1305 Eligibility Requirements for
Enrollment in Head Start]
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5. "Enrollment" means official
acceptance of a family by a Head Start
agency and completion of all procedures
necessary for a child to begin attending
class.

6. "Family support services" means
home visits and. other family contacts
and services-to support the child's
regular attendance and otherwise to
insure that the child and family receive
full benefits of Head Start participation.

7. "Head Start center" means a
facility used by a Head Start program
where one or more classes are held.

8. "Head Start program", or
"Program", means a program funded
under the Headstart-Follow Through
Act, and carried out by a Head Start
agency that provides ongoing-
comprehensive child development
services.

9. "Overenrollment" means the total
number of children enrolled ir the
program exceeds the total number of-1--"
funded-slots.

10. "Recruitment" means systematic
ways in which each Head Start program
identifies families whose children are
eligible for Head Start and enlists them
to participate in the program. ..

-11. "Responsible HEW official" means
the official of the Department of Health,
Education, and Welfare having authority
to make the grant assistance in question
or his or her designee.

12. "Total number of funded slots" or
"full enrollment" means the number of
children which the Head Start program
is designated to serve.as set forth in the
approved grant application.

13. "Vacancy" means a child's leaving
the program or failure to participate. A
child's slot shall be considered vacant
when the child does not participate for a
period of more than 30 calendar days of
unexcused absences despite the
provisions of family support services.

S-30-317-1-40 Policy.

A. General Provisions

1. Recruitment.
a. Although recruitment is an on-going

activity, each grantee shall develop a
system designed to insure full
enrollment within the first thirty
calendar days of the school year.

'Whenever a child leaves the program
and a vacancy occurs, steps shbuld be
taken to fill the vacancy immediately.
All vacancies must be filled within
thirty calendar days.*

b. Recruitment procedures shall
conform with Head Start Program
Performance Standards (45 CFR Part
1304, Subpart D) and Eligibility
Requirements for Enrollmerit in Head
Start (45 CFR Parr1305).

c. Recruitment activity shall include
but not necessarily be limited to some of
the following iactivities:

i. Canvassing of local community.
ii. News release and advertising.
ii. Use of family referral.
iv. Contact with other public agencies.
d. At the time of recruitment, the

importance of the child's regular
attendance must be emphasized to the
parents. At the same time, the family
must be oriented to the range of Head
Start child and family support services
designed to facilities attendance.

e. Recruitment shall be carried out in
such a way as to minimize selection on
the basis of personal bias. Thus, a Head
Start recruiter shall not accept or reject
a family solely on the recruiter's
judgement as to the likelihood of the
child's regular attendance. Children
should be recruited based on an
expectation that, with adequate program
support over time for the child and
family the child is likely to benefit from
participation in Head Start.

2. Enrollment.
a. Enrollment is an on-going process,

and maintenance of a full enrollment
level depends upon the success of the
recruitment program. The Head Start
program must maintain an enrollment
level equal to its funded slots.

b. A Head Start program must try to
fill vacancies as soon as they occur in
order to maintain full enrollment. All
vacancies must be filled within 30
calendar days.

c. A Head Start program must develop
an enrollment plan whicli will be
approved by the policy council. This

plan shall include: (1) Priority ranking of
children on a waitihig list in accordance
with the community needs assessment,
and (2) projected overenrollment, if any,
including a statement as to the
adequacy of resources and the child-
adult ratios and group sizes (see 2. e),

d. At the time of enrollment,
orientation and parent-teacher sessions,
a Head Start program must make every
effort to convince parents of the
importance of their child's regular
attendance and to explain the benefits
that the child and parents will receive as
a result of good attendance. Parents
should also be oriented regarding
program support services to facilitate
the child's attendance.

e. A Head Start program may
overenroll children at any time during
the year up to 110 percent of funded
enrollment under the following
conditions:

(1) There are adequate program
resources to provide to all children the
full range of services required by the
Head Start Program Performance
Standards (45 CFR Part 1304) Including
the required classroom and outdoor
space.

(2) There are adequate staff and other
adults to insure appropriate child-adult
ratios, taking into account the ages and
developmental circumstances of the
children, including the need for special
and related services for handicapped
children. Preferred group sizes and
child-adult ratios for Head Start
classrooms are as indicated below:

Child-Adult Ratios

* Children age' Number in Child-adult ratios Adults In classrooms
classroom,

3.years :.-. : 10-12 No more than 4 to I ............... 1 teachet, I aido, I volunteer,$
4 years 12-15 No more than 5 to I I teacher, I aide, 1 voluntcer.'
5 years .... . _.. 15-21 No more than 7 to 1 . .... 1 teacher, I aide, 1 volunteer.$

Appropriate allowance should be made for services to handicapped children, which may reqtire a lower child-stall ratio In
certain classrooms.

'Where more than 50 percent of the class falls in the younger age, the ratio for the younger age, Is applicable.
2 'These numbers reflect actual attendance.
SVolunteers can be counted as full-tine adults if they are in the classroom 50 percent or more of the program tilme

A grantee or delegate agency which
operates any classroom exceeding these
preferred ratios and -groups sizes must
not overenroll. This is a safeguard to
avoid possible loss of developmental
benefits to Head Start children. Any
grantee or delegate agency that operates
classrooms generally within the
preferred child-adult ratios and group
sizes, but that experiences chronic

attendance problems in particular
centers or classrooms, is encouraged to
consider overenroliment when other
attempts to improve child attenddnce do
not solve the problem. Under no
circumstances can a grantee or dlegate
agency that practices overenrollmont
maintain any classrooms in which
actual attendance exceeds the preferred
child-adult ratios and group size. The
programnshould move to correct this

J I
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condition, then overenrol if
circumstances warrent such action.

f. A Head Start program should
consider overenrollment at the
beginning of the operating year to
compensate for anticipated dropouts
among the children who are initially
enrolled. Under no circumstances should
overenrollment be more than 110
percent of full enrollment. Any grantees
or'delegate agencies practicing a
strategy of overenrollment must not
exceed the child-adult ratios and group

- sizes cited in 2.e.
3. Attendance. There are four major

reasons for absenteeism that are beyond
*the control of the Head Start program.
They are: (1) Illness which affects a
whole center, (2) weather conditions, (3)
transportation problems and (4]
documented excused absences.

a. When the average daily attendance
rate drops below 85 percent, a Head
Start program must analyze the causes
of absenteeism. The analysis shall
include, but not be limited to, a study of
the pattern of absence for each child.
The program must initiate action based
on results of the analysis. If the
absences are due to illness or other
conditions which require closing a.
center or if the absences are a result of
well documented excused absences, no
special action in required. If, however,
the absences result from other factors,
including temporary family problems or
.other circumstances that affect a child's
regular attendance, the program must
institute appropriate family support
procedures for all children with three or
more consecutive unexcused absences.
These procedures must include home
visits or other direct contact withthe
child's parents.'Contacts with the family
should emphasize the benefits of regular
attendance, while remaining sensitive to
the wisdom of parental discretion in
deciding on any particular day that the
child may be better off at home than in
the preschool classroom. In the case of
chronic attendance difficulties, the
program should exilore with the family
the feasibility of other program models,
including the home based option. In
circumstances where the situation
persists and it seems infeasible to
include the child in the program, the
child's slot should be treated as a
vacancy.

b. In order to qualify as an excused
absence, each specific situation must be
documented.

c. If a child is absent three
consecutive days, a Head Start program
shall contact the family to ascertain the
reason and what it reasonably can do to
facilitate the return of the child to the
program as soon as possible. This effort
must be documented.

B. Compliance

It shall be the responsibility of a Head
Start program to maintain appropriate
and accurate records that will
demonstrate compliance with this
policy. The'records shall be sufficient to
serve the following purposes:

1. On-site review by regional office
staff

2. Completion of the semi-annual
Program Information Report

3. Annual grantee self-assessment.
The minimum record requirements to

I e kept for examination are the
enrollment plan (as in 2.c.), monthly
reports of average daily attendance, and
procedures pertaining to documented,
excused absences and absentee follow-
up, and special family support service
activities related to attendance.
[1R Do. 79-33992 Fled 1-1-7 8:45 am)

BILLNG CODE 4110-92-M
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EQUAL EMPLOYMENT OPPORTUNITY
COMMISSION

Job Segregation and Wage
Discrimination Under Title VII and the
Equal Pay Act; Public Informational
Hearing

Notice is hereby given that the Equal
Empjoyment Opportunity Commission
has scheduled public hearing to gather
information relating to the problem of
wage discrimination. The purpose of the
hearing is to determine whether wake
rates of jobs in which women and
minorities have been historically
segregated are likely to be depressed
becauge those jobs are'occupied by
,these groups. The hearing will examine
the nature and present extent of job
segregation, the relationship between
job segregation and wage differentials,
and how segregation may adversely
influence the setting of wages for
segregated jobs. When the Commission
has analyzed the information developed
at the hearing, it will determine what
action, if any, it should take in
connection with the issues.

On July 1, 1979, Jhe Commission
assumed jurisdiction over the Equal Pay
Act pursuant to Reorganization Plan No.
1 of 1978. For the first time, the
Commission is responsible for the
orderly and harmonious interpretation
of both the Equal Pay Act and Title VII
as they relate to discrimination on the
basis of sex. In addition, Executive
Order 12067 requires the EEOC to
exercise leadership in development and
implementation of a uniform and
harmonious body of law concerning
employment discrimination. Therefore,
it is necessary for the Commission to
address questions of wage rate
discrimination to assure that both
statutes will be interpreted in
accordance with the Congressional
intent to provide equal employment
opportunity.

Federal law has prohibited some
forms of discrimination with respect to
wages since the passage of the fqual -
Pay Act of 1963. Similarly, occupational
segregation, which restricted minorities
and women to less desirable and low
paying jobs was expressly condemned
and all adverse effects of such
segregation made unlawful by Title VII
of the Civil Rights Act of 1964. However,
by and large, neither the Equal Pay Act
nor the more general prohibition of Title
VII on employment discrimination
because of race, sex, religion or national
origin have been applied to the question
of wage rates paid for jobs into which
minorities and women have been
traditionally segregated. Thus, despite

the express prohibition against job
segregation in Title VII, it has been the
Commission's experience that job
segregation by race, sex and national
origin remains a major characteristic of
industrial life. For the most part, men
and women do not do the same kinds of
work; and minority males do not do the
same kinds of work as white males.

There is evidence that the low rates of
pny associated with such segregated
jobs constitute the major explanation for
the "earnings gap" between minority
and female workers on the one hand
and white males on the other. This gap
has long been considered a major
benchmark of the extent of employment
discrimination. The gap has continued to
grow in the last fifteen years despite the
enactment of Title VII and the Equal Pay
AcL

One reason why the problem has not
been addressed is that the question of
wage discrimination generally has not
been viewed as part of the problem of
job segregation under Title VII. Previous
studies suggest that job segregation and
wage discrimination are not separate
problems; the two are intimately related.
Wherever there is job segregation, the
same forces which determine that
certain jobs or job categories will be
reserved for women or miniorities also
determine that the economic value of
those jobs is less than if they were
"white" or "male" jobs. Thus, those
women and minorities who are
channeled into segregated jobs are not
only deprived of initial hiring and
meaningful transfer opportunities in
other jobs, but are also paid a wage for
the job which they do get which is
discriminatorily depressed.

The purpose of the hearing is: (a) To
identify the extent of the problem of
depressed wages of jobs held largely by
minorities and women; and (b) to
establish if these depressed wage rates
are in fact the result of forces which
include discrimination.

The hearing will be held in January
1980 in Washington, D.C. at a date and
place to be announced later in the
Federal Register.

Information is sought from interested
rersons who have experience in this
area. Specifically, the Commission is
soliciting information from economists,
sociologists, historians, anthropologists,
psychologists, and the affected
individuals or groups, who have studied
or experienced the relationship between
job segregation and wage
discrimination.

Further, the Commission desires
information from the business and labor
communities regarding their experience
on this matter.

Persons wishing to testify before the
Commission should submit a request to
the Executive Secretariat, at the address
shown below. The request should
include a written summary of the
testimony to be offered. Individuals who
wish to testify should submit a request
no later than December 10, 1979.

Because of time limitations, not all
interested persons may be allowed to
testify. The Commission will inform
persons who have requested an
opportunity to testify whether they are
scheduled to testify not later than one
week prior to the scheduled hearing
date. Individuals not able to testify
because of time limitations will be given
the opportunity to submit a written
statement. Individuals wishing to
provide information to the Commission
but not wishing to testify are
encouraged to subnit a written
statement to the Commission. Such
statement must be submitted no later
than December 31.1979 to the Executive
Secretariat at the address shown below.

Any information provided the
Commission. either by oral testimony or
in writing, shall be used only for
informational purposes by the
Commission.

All statements received by the
Commission in connection with the
public hearing may be reviewed by
members of the public in the Equal
Employment Opportunity Commission
Reading Room between 9:30 a.m. and
4:30 p.m. Monday through Friday,
Library, Room 2303. Equal Employment
Opportunity Commission, 2401 E Street,
NW., Washington. D.C. 20506.

The hearings will be open to the
public. For further information contact:
Frederick D. Dorsey, Director, Office of
Policy Implementation, Room 4002 2401
E Street, NW., Washington, D.C. 20506,
telephone: (202) 634-7060 or (202) 254-
7489, between the hours of 9:00 an. and
5:00 pm. eastern standard time.

Requests to testify and written
statements should be addressed to:
Executive Secretariat, Equal
Employment Opportunity Commission,
2401 E Street, NW., Washington. D.C.
20506.

All correspondence submitted in
connection with this announcement
should be marked "Wage Discrimination
Hearing" at the lower left hand corner of
the envelope.

Signed this 30th day of October 1979.
For the Commission.

Eleanor Holmes Norton,
Chair, EqualEmplopnent Opportunity
Commission.
(FR D=c.7g- 44S n!d 11-1-7 &43 aml
BILLNG CODE 657O-6-I
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DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Parts 1, 2, 3, 160, and 161

Revision of Definitions, Regulations,
and Standards for the Humane
Handling, Care, Treatment, and
Transportation of Dogs, Cats, and
Certain Other Warmblooded Animals;
ConformIng Changes in Requirements
for Accredited Veterinarians.

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Final rule.

SUMMARY: This document amends the
definitions, regulations, and standards
under the Animal Welfare Act
concerned with the humane handling,
care, treatment, and transportation of
certain warmblooded animals used for
purposes of research, teaching,
exhibition, or as pets. The revisions
contained in these amendments provide
for (1) a clarification of the-definitions,
an amendment of the term, "Veterinary
Services representative", and the
addition of two terms; (2) automatic
termination of licenses forfailure to pay
the annual renewal fee, payment of
license fees by personal check, and
deletion of the applicant-affidavit
method to ascertain compliance with
standards for premises, facilities, and
equipment; (3) issuance of certificates of
acclimation to lower temperatures by
USDA accredited veterinarians, (4) the
use of certificates of acclimation to

- lower temperatures by private
individuals; and (5) removal of special
requirements for the transportation of
coursing hounds. This document also
makes conforming changes in the
r~quirements and standards for
accredited veterinarians. The revisions
contained herein are the result of
various petitions for reconsideration
received by the Department which made
new facts and evidence available that

-appeared to warrant such action.
EFFECTIVE DATE: November 2,1979.
FOR FURTHER INFORMATION CONTACT:
Dr. Dale F. Schwindaman, Senior Staff
Veterinarian, Animal Care Staff,
Veterinary Services, Animal and Plant
Health Inspection Service, U.S.
Department of Agriculture, Room 703,
Federal Building, 6505 Belcrest'Road,
Hyattsville, MD 20782, (301) 436-8271.
SUPPLEMENTARY INFORMATION: On
August 3, 1979, the Department
published a notice of proposed
rulemaking containing changes and
additions to Parts 1, 2, and 3 of

Subchapter A-Animal Welfare,
Chapter 1, Title 9 of the Code of Federal
Regulations (44 FR 45912-45916) which
provided for (1] a clarification of defined
terms, an amendment of the definition of
"Veterinary Services representative,"
and an addition of the terms "indoor
housing facility" and "outdoor housing
facility" to the definitions;-(2) provision
for automatic termination of licenses for
failure to pay the annual renewal fee; (3)
provision for payment of license fees by
means of personal check; (4) the -

deletion of the applicant-affidavit
method for ascertaining compliance
with standards'for premises, facilities
and equipment; (5) provision for -

allowing the use of certificates of
acclimation to temperatures lower than
those provided for in the §tandards by
persons other than licensees, registrants,
or departments, agencies, or
instrumentalities of the United States;
(6) provision that all certificates of
acclimation must be issued by USDA
accredited veterinarians; and (7)
removal of special requirements for the
transportation of coursing hounds.

A total of 15 comments were received
within the comment period in response
to the proposed changes. Although this
is a relatively small number, many
interest groups were represented, i.e.,
registered research facilities; dealers,
breeders nd brokers; humane groups;
and the American Veterinary Medical
Assobiation&nd specific veterinary
clinicians. Many of the comments raised
questions or made suggestions which,
because of their validity, warranted
some changes of the proposed
standards. Certain other editorial
changes were also made for clarification
purposes.
Discussion of Major Proposed Items and
Comments
Definitions

The present regulations do not preface
the list of terms which are defined in
§ 1.1 ot Part 1, Subchapter A-Animal
Welfare,,Chapter I of the CFR with any
explanation of the applicability" of
singular forms versus plural forms or the
masculine form versus the feminine form
within the context of each term's
definition. Without such explanation,
clarity and completeness are lacking in.
the definition of certain terms. The
Department proposed to clarify this
matter and received no negative
comments regarding such proposal. The
Department thus provides that within
the definition of each of the terms in
§ 1.1, unless the context of the definition
of an individual term otherwise requires,
the singular form shall also import the
plural and the masculine form shall also

import the feminine. Further, it Is
provided that words which are
undefined within the regulations and
standards shall have the meaning
attributed to general usage as reflected
by definition in a standard dictionary,..
such as "Webster's."

The Department proposed to amend
§ 1.1(h) of the present regulations to
change the definition of the term,
"Veterinary Services representative," by
deleting the term "full-time" from the
definition. The proposal would allow the
employment of both full-time and part-
time personnel in order to effectively
administer and enforce the Animal
Welfare Act and its regulations and
standards. However, a representative of
a pharmaceutical firm, which is a
registered research facility, indicated
concern regarding such change because
of-the possibility that an employee of a
competitor could be hired by the
Department to inspect such firm's
facilities and records. Such concern
stems from the inspector's access to a
company's testing areas and records,
Such access could provide an
opportunity to gain information useful to
the competitor. The Animal and Plant
Health Inspection Service (APHIS) has
issued a written directive to Department
Veterinarians in Charge of the various
areas of this country, who are
responsible for the hiring and
assignment of animal welfare
inspectors, to assure that work
assignments are made in a manner
which will preclude any possible
opportunity for pirating of confidential
business procedures or records of one
research institution or business by the
employee of a competitor. Accordingly,
the definition of the term, "Veterinary
Services representative," is amended
herein by the deletion of the word "full-
time."

Automatic Termination of License
The Animal Welfare Act (7 U.S.C.

2131-2156) requires that in order to
obtain a license, a dealer or exhibitor
must demonstrate that his facilities
comply with standards promulgated by
the Secretary of Agriculture. In addition,
dealers and exhibitors must apply In
writing and pay a prescribed fee in
order.to obtain the license.

The present regulations require that
on or before each anniversary date of
his license, the licensee must 'submit the
required fee for annual renewal of such
license. The regulations also require the
filing of an annual report by licensees
within 30 days prior to the anniversary
date of their license. The Department
proposed to amend the regulations to
provide that if the required annual
dealer's or exhibitor's fees are not paid,
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or if the required report is not filed on or
before the date required by the
regulations, the license of such dealer or
exhibitor shall automatically terminate.
However, the licensee would be notified
by the Department and given an
opportunity (60 days] to comply with the
payment and reporting provisions of the
regulations prior to such automatic
termination.

Comments received agreed with the
Department's proposal recognizing the
efficiency of a licensing procedure
whereby licenses are issued for a period
of I year and renewal of such licenses is
dependent upon the payment of an
annual license fee and submission of a
completed license renewal form. One
comment complained that the proposed
"grace" period of 60 days following the
anniversary date for license renewal is
too short; that 90 days would be more
appropriate. The Department however,
finds that many government licensing
agencies provide no additional time or a
shorter "grace" period (30 days or less]
for delinquent payment of fees for
renewal of licenses. Such action is
based on their experience that an overly
lenient policy regarding delinquent
license renewals encourages
procrastinating licensees to delay, even
further, action to renew a required
license. Therefore, the Department
provides herein that failure by a
licensee to pay the annual license fee as
required by §§ 2.1 and 2.6 of the
regulations or to file the annual report
as required by § 2.7 on or before the
anniversery date of his license will
result in automatic termination of the
license. However, prior to such
termination, the licensee shall be
notified and given an opportunity to
comply with the appropriate
requirements. Failure to comply with the
annual license fee and reporting
requirements within 60 days from
receipt of such notice shall result in an
automatic termination of the license.
Payment by Personal Check

In response to complaints from
persons who are required to be licensed
under the Animal Welfare Act about the
inconvenience and additional cost of
paying their license fees by one of the
three methods provided in the
regulations, i.e., certified check,
cashier's check, or money order, the
Department proposed to allow payment
of license fees by personal check.
Response to this proposal was positive.
Therefore, the Department finds that the
convenience of using personal checks to
pay license fees and the ability of the
Department to withhold issuance of a
license pending clearance of a personal
check for sufficient funding provides

valid basis to allow payment of license
fees by personal check.
Inspection of License Applicant's
Premises

The Animal Welfare Act requires, in
addition to a written application and,
payment of reasonable fees, that dealers
and exhibitors demonstrate that their
facilities comply with the standards
promulgated by the Secretary. Presently,
the Department allows license
applicants to demonstrate compliance
with the Department's standards by
either of two methods, i.e., inspection of
applicants' premises, facilities, and
equipment by a Veterinary Services
representative or submission.of an
affidavit by applicants to the effect that
their premises, facilities, and equipment
comply with the Department's
standards.

Because the Department has
experienced some abuse of the
applicant-affidavit method of
ascertaining compliance with the
Department's tandards for premises,
facilities, and equipment by license
applicants, it proposed to delete th6
applicant-affidavit method. All
comments received agreed that such a
proposal was overdue. Therefore, the
Department provides herein that
licenses for dealers and exhibitors will
be issued only to those applicants
whose premises, facilities, and .
equipment are inspected by a Veterinary
Services representative and found to
comply with the standards.

Deletion of Requirements for Coursing
Hounds

The Department's present standards
for primary enclosures used to transport
live dogs and cats (reference, 9 CFR
3.12) require that the shipping containers
used to transport coursing hounds with
a spinal arch, i.e., greyhounds. whippets,
borzois, and Italian greyhounds, must be
narrow enough to prevent the animals
from turning around in their enclosures.
However, a subsequent review of
available scientific data indicates that
although possible spinal weakness
expressed in the form of an injury can
occur during conditions wherein great
force is exerted on the musculoskeletal
system of the hounds, such as is
encountered during actual coursing.
such force exceeds that which may
occur at rest or in confinement.
Consequently, the Department proposed
to revise § 3.12(c) of the standards by
deleting the requirement that the
primary enclosures for coursing hounds
with a spinal arch must be narrow
enough to prevent the animal from
turning around. The Department
received no comments or data

contradicting this proposal and
therefore, it is provided herein that
primary enclosures used to transport all
live dogs and cats shall be large enough
to ensure that each animal contained
therein has sufficient space to turn
about freely in a standing position using
normal body movements, to stand and
sit erect, and to lie in a natural position.

Certificates ofAcclimation to Lower
Temperatures. All CetDicates to be
Issued byAccredlted Veterinarians

In the final rulemaking published
December 1,1978, in the Federal
Register (43 FR 56213-56217], the
Department provided for the use of
certificates of acclimation to colder
temperatures by licensees, registrants,
or agencies, departments, or
instrumentalities of the United States-
when shipping animals in commerce.
The Department also acknowledged the
problem of hobby breeders and
individual pet owners who were not
afforded the opportunity to present to
carriers and intermediate handlers
certifcates of acclimation to lower
temperatures when shipping animals
which are known to be so acclimated.
After reconsideration of the matter, it
was decided that such persons should
also be allowed to use certificates of
acclimation to colder temperatures.
However, in order to provide an element
of control, it was determined that such
certificates would be required to be
issued by Department accredited
veterinarians. The Department therefore
proposed to provide certificates of
acclimation to lower temperatures
executed by USDA accredited
veterinarians for use by persons, i.e.,
hobby breeders, and individual pet
owners, not provided such option by the
final rulemaking of December 1, 1978.

An "accredited" veterinarian is a
licensed veterinarian who has been
officially authorized by the Deputy
Administrator of the Department's
Veterinary Services to perform certain
functions in connection with programs
and laws which the Department
administers (reference, 9 CFR 161.1). In
the proposed rulemaking of August 3,
1979. the Department provided that
certificates of acclimation to lower
temperatures presented to carriers or
intermediate handlers by any
department agency, or instrumentality
of the United States or by "any person!"
must be executed by an accredited
veterinarian. It was the Department's
intent that all certificates of acclimation
to lower temperatures (those presented
by public persons as well as by private
persons) be required to be issued by
accredited veterinarians in order to
provide for a method of accountability.
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Proposed § 3.11 has been reworded to
clarify this intent. With respect to public
persons, it was intended that
subdivisions of State or local
governments should have the same right
to utilize acclimation certificates as
agencies of the United States. They are
therefore included herein. By proposing
to require that such certificates be'
executed by accredited veterinarians,
the Department felt that it could
exercise an element of cbntrol over such
certificates by holding the accredited
veterinarian accountable for the validity
and accuracy of the certificates.

Several comments indicated concern
for the ability of veterinarians to
determine if an animal is acclimated to
temperatures lower than 45 ° F. A
representative of the American
Veterinary Medical Association
indicated that few veterinarians have

'sufficient fi'sthand knowledge of the
day-to-day living patternof the pet
animals they treat to be able tor
appraise, with confidence, the animal's
acclimation to hot or cold temperatures.
Further, it was indicated that there is no
simple method available for testing for
such acclimation. This would require an
accredited veterinarian to rely on the
word of the owner or handler when
determining whether or not an animal is
acclimated to temperatures lower than
450 F. The Department believes that a
licensed veterinarian,'by virtue of his
professional training and experience,
should possess the qualifications and
judgment necessary to determine
whether or not an animal is able to
safely withstand a particular range of
temperatures. Accredited veterinarians
must meet requirements and take
examinations-in addition to those
required for licensure. Furthermore,
since accredited veterinarians are
responsible to the Department, it is
expected that determinations regarding
acclimation will be made in a
profenionally responsible manner.There were comments indicating that
other persons should be authorized to
execute the acclimation certificates, i.e.,
licensed but non-accredited
veterinarians, biologists, researchers,
etc. The Department rejects this
suggestion since it does not have the
type of control over such people's
actions as it doed over the actions of
accredited veterinarians.

Two comments criticized the proposal
for the burden of the open-ended
accountability placed on the accredited
veterinarian who executes a certificate
of acclimation to temperatures lower
than 45 ° F. for animals transported in
commerce and who could subsequently
be held responsible for any deleterious

effects of colder temperatures on such
animals during the course of
transportation. The Association of
Primate Veterinary Clinicians agreed
with the requirement of holding the
accredited veterinarian accountable for
the validity of the certificates of
acclimation but suggested that the
accredited veterinarian be held
responsible for deleterious effects which
occur onlywithin a specified
temperature range. If the animal suffer
deleterious effects due to exposure to
temperatureswhich were colder than
the stated minimum acclimation,
temperature, the carrier or intermediate
handler would be held accountable. The
intent of this amendment with respect to
acclifnation is to provide private
individuals the same flexibility as is
now provided licensees, registrants, etc.
This is accbmplished by allowing
carriers and intermediate handlers
whose facilities fail to meet the
minimum temperature requirement (450
F.) to accept animals for shipment,
provided that they are accompanied by
an acclimation certificate executed by
an accredited veterinarian. It is
expected that the veterinarian will make
a determination regarding each animal
as to whether such animal is or is not
acclimated to temperatures it will
encounter during-its transportation. If he
determines that the temperatures the
animal will encounter could be

,detrimental, the veterinarian should
take this into account when deciding
whether or not to issue an acclimation
certificate.
. Two comments suggested that the
Department also require the
accreditation number assigned to the
certifying veterinarian be included on
acclimation certificates to provide
additional identification and to
discourage fraud. The Department
believes the suggestion to be helpful and
provides this requirement in § § 3.11(c);
3.35(c); 3.60(c); 3.85(c); 3.112(c); and
3.136(c) of the transportation standards.

One comment complained that there
are at present very few "accredited"
veterinarians in the country and thai
most accredited veterinarians are large
animal practitioners. The Department's
Veterinary Services' records indicate
that approxiipately 29,000 veterinarians,
engaged in both large and small animal
practices, are accredited.'

Other Comments
A number of comments were received

which were beyond the scope of the
proposed rulemaking. Several-comments
provided no supporting evidehce for the
criticism indicated or for the suggested
changes to the regulations or standards.,
Without the basis for such comments

-being enunciated, they could not be
properly evaluated. Therefore, it was
difficult to consider them in this
rulemaking proceeding.

Other Considerations
This rulemaking provides for

acclimation certificates to be executed
by accredited veterinarians In
accordance 'with provisions In Parts 1, 2,
and 3 of Subchapter A, Chapter I, Title
9, CFR. Accredited veterinarians are
governed by Parts 160 and 161 of
Subchapter I, Chapter 1, Title 9, CFR. It
therefore becomes necessary to make
conforming changes In Parts 160 and 101
to include the additional responsibilities
under these regulations and standards
and those ieterinarians who issue such
acclimation certificates.

Accordingly, Parts 1, 2, 3, 160, and 101
of Title 9, CFR, are amended in the
following respects:

PART 1-DEFINITION OF TERMS

1. Section 1.1 (9 CFR 1,1) is amended
by revising the introductory paragraph
to read as set forth below and by
inking the following redesignations:

paragraph (ss) is designated (tt);
paragraph (rr] is redesignated (ss):
paragraph (qq) is redesignated (rr):
paragraph (pp) is redesignated (q4);
paragraph (oo] is redesignated (pp);
paragraph (nn) is redesignated (oo);
paragraph (mm) is redesignated (nn)
paragraph (11) is redesignated (mn):
paragraph (kk) is redesignated
paragraph (11); paragraph J) is
redesignated (kk); p6ragraph (ii) is
redesignated (jj); and by adding a new
paragraph (ii) and revising paragraphs
(h) and (hh) to read as follows;

§ 1.1 Definitions.
For the purposes of this part, unless

the context otherwise requires, the
following terms shall have the meanings
assigned to them in this section. The
singular form shall also import the plural
and the masculine form shall also Import
the feminine. Words undefined in the
following paragraphs shall have the
meaning attributed to general usage as
reflected by definition in a standard
dictionary, such as "Webster's."

(h) "Veterinary Services
representative" means any inspector or
other pe'rson employed by the
Department who is responsible for the
performance of the function involved.

(hh) "Indoor housing facility" means
any structure or building, housing or
intended to house animals, which has
the capability of controlling the
environment within the enclosure
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created by the continuous connection of
a roof, floor, and walls with at least one
opening for entry and exit that is
provided with a door or any movable
structure used to close off the opening
and typically consisting of a panel of
wood, glass, metal, etc., which slides on
rollers or swings on hinges: Provided,
however, That any openings which
provide natural light shall be covered
with a transparent material, e.g., glass,
plastic, etc.

(ii) "Outdoor housing facility" means
any structure or building, housing or
intended to house animals, which does
not meet the definition of "indoor
housing facility."

PART 2-REGULATIONS

2. The Table of Contents cited in Part
2-REGULATIONS is amended to read
as follows:
Licensing
See.
2.1 Application.
2.2 Acknowledgement of standards.
2.3 Demonstration of compliance with

standards.
2.4 Issuance of licenses.
2.5 Duration of license.
2.6 Annual license fees.
2.7 Annual report by licensees.
2.8 Notification of change of name, address,

control, or ownership of business.
2.9 Officers, agents, and employees of

licensees whose licenses have been
suspended or revoked.

2.10 Licensees whose licenses have been
suspended or revoked or terminated
automatically.

2.11 Denial of license.

Registration
2.25 Requirements and procedures.
2.26 Acknowledgement of standards.
2.27 Notification of change of operation.
2.28 Annual report of research facilities.

Identification of Animals
2.50 Time and method of identification.
2.51 Form of official tag.
2.52 How to obtain tags.
2.53 Use of tags.
2.54 Lost tags.
2.55 Removal of tag.

Records
2.75 Records, dealers and exhibitors.
2.76 Records, research facilities.
2.77 Records, operators of auction sales.
2.78 Records, carriers and intermediate

handlers.
2.79 Health certification and identification.
2.80 C.O.D. shipments.
2.81 Records, disposition.

Compliance With Standaids and Holding
Period
2.100 Compliance with standards.
2.101 Holding period.

Miscellaneous
Sec.
2.125 Information as to business; furnishg

of by dealers, exhibitors, operators of
auction sales, and research facilities.

2.126 Access and inspection of records and
property.

2.127 Publication of names of persons
subject to the provisions of this part.

2.128 Inspection for missing animals.
2.129 Confiscation and destruction of

animals.
2.130 Minimum age requirements.

Authority. Secs. 3. 5, 6.10.11.12,13,14.,A
V. 21; 80 Stat. 351. 352, 353; 84 Stat. 1561.
1562,1563.1564, 90 Stat. 418,419,420,423:7
U.S.C. 2133. 2135,2130. 2140,2141,2142. 2143.
2144, 2146, 2147,2151.

3. Section 2.1 (9 CFR 2.1) is amended
by revising paragraph (b) to read as -
follows:

§ 2.1 Application.

(b) Any person who is not a dealer or
exhibitor, but who desires to obtain a
license, shall follow the requirements for
dealers and exhibitors set forth in
paragraph (a) of this section and in
§ § 2.2 and 2.3, and shall agree In writing,
on a form furnished by Veterinary
Services,'to comply with all the
requiriments of the Act and the
provisions of this subchapter. A license
will be issued to any such applicant
when the requirements of §8 2.2 and 2.3
have been met, and when the applicant
has submitted to the Veterinarian in
Charge a fee of $5 by certified check,
cashier's check, personal check, or
money order. In addition to the fee
required to be paid upon application for
a license, such licensee shall submit to
the Veterinarian in Charge a fee of 85,
by certified check, cashier's check,
personal check, or money order, on or
before each anniversary date of his
license. The failure of any such person
to comply with any provisions of the
Act, or any of the provisions of the
regulations or standards in this
subchapter, shall constitute grounds for
automatic termination of such license or
for its suspension or revocation by the
Secretary.

4. Section 2.3 (9 CFR 2.3) is revised as
follows:

,i 2.3 Demonstration of compliance with
standards.

Each applicant must demonstrate that
his premises and any facilities or
equipment used in his business comply
with the standards set forth in Part 3 of
this subchapter. Upon request by the
Veterinarian in Charge, the applicant
must make his premises, facilities, and
equipment available at a time or times
mutually agreeable to said applicant
and Veterinary Services representative
for the purpose of ascertaining

compliance with said standards. If the
applicant's premises, facilities, or
equipment do not meet the requirements
of the standards, the applicant will be
advised of existing deficiencies and the
corrective measures that must be taken
and completed to bring such premises,
facilities, and equipment into
compliance with the standards.

5. Section 2.4 (9 CFR 2.4) is revised as
follows:

2.4 Issuance of licenses.
Except as otherwise provided in

§ 2.10, and 2.11, a license will be issued
to any applicant when the requirements
of §§ 2.1, 2.2, and 2.3 have been met,
when the Secretary has determined that
the applicant's premises, facilities, and
equipment comply with the standards
and when the applicant has submitted to
the Veterinarian in Charge the annual
fee as prescribed in § 2.6 by certified
check, cashier's check, personal check,
or money order.

6. Section 2.5 (9 CFR 2.5) is revised to
read as follows:

§ 2.5 Duration of license.
(a] A license issued under this part

shall be valid and effective unless:
(1) Said license has been revoked or

suspended pursuant to section 19 of the
Act.

(2) Said license is voluntarily
terminated upon the request of tlhe
licensee in writing to the Veterinarian in
Charge.

(b) Failure by a licensee to pay the
annual license fee as required by §§ 2.1
and 2.6 or to file the annual report as
required by § 2.7 on or before the
anniversary date of his license shall
result in automatic termination of the
license: Provided, however, That prior to
such termination the licensee shall be
given notice and opportunity to comply
with the annual license fee and
reporting requirements. Failure to
comply with the annual license fee and
riporting requirements within 60 days
from receipt of such notice shall result in
automatic termination of license.

Cc) A license which is invalid under
paragraph (a) of this section shall be
surrendered to the Veterinarian in
Charge in the State where the license
was issued.

7. Section 2.6 (9 CFR 2.6) is amended
by revising paragraph (a) to read as set
forth below and by deleting paragraph(11.

§ 2.6 Annual license fees.
(a) In addition to the fee required to

be paid upon application for a license
under § 2.4. each licensee shall submit
to the Veterinarian in Charge the annual
fee prescribed in this section, by
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certified check .cashier's check,.
personal checlk, ormoneyorder,.on or
beforeeachanniyersmr, dataof-hLTs
license.

9'. Sectiorr.7b)(9' CFR'2.?b) 'i-
revised as, follows:

(b).A persorrl censed-asa " deal 'rshallf
setforth fn, hi's annualireporttfied'olrar-
amount of business, upon which the
license fee is based, from.thesale.df
animals,, directly or through an auction.
sale,, to. research facilitries, for research.
testing;. experi'menrtatibn,,or teacHihi;
purposes; dealers;.exhibitors;,retaiLpef
stores;. and persons for use as:petsi,by"
theli'censee.di rfngthe'wrecedihg;
business; year (calendar or fibcal-an&
such other information as-may be-
requiredIthereon.

9. Section.2.10" 9,CF]a 20 . revised'
to read as follows:

§ 2.10 Licensees whose license have'beenv
suspendedcorrevokedor ferminated
automatically.

Any person whose.license-has;beeni
suspended-for any reason-shall not,
again be ffcensedlinhrs owniname. orib.
any other manner wiliin-the. perioil-
during which. the. order ofsusp ension is
in effect, and'any person whose lTcense;
has been revoked shallannLbe.eligible. to
apply fo-a new licensem.hi. awn.name.
or in. any othermanner for aperfioxoLf
year from the effective date of such.
revocation-.No partnership,,faim,,
corpora Won, or other legoh entity, in;
which any suchperson.has a substantiaL
financiaLmterestwilEbe-Iiicenseddunng,
such period.Any person who desires.the.
reinstatement.of aiicense~whiclhliaa
automatically terminateclmust faollo
the procedure appIicable.toinevw
licensees. as expLaineclin § 2.! .

PART 3-STANIARDS'

IOt.SubpariFIn the Table,o-Ctntnmts
of Part3- .STANDAR-DSof Title 9-CEI
in amended toreadasrfollows:
Subpart F-Specflcatibnsfor-the. Humane,
HandllngCare; Treatment, and,
Transportation of-WarmbroodedAn~mahr
Other Than Dogs Cats, Rabbitsi-Hamsters
GulneaiPlgs, Nonhuman Plimatesl and
Marine Mammals.

Falites and- Operating-Standirdi-

Sec
3.125' Ficilihies general.
3.126 Facilities, indoor.
3.127' Facilities, outdoor-
3.128 Space requirements.

Animal-Health and.Husbandry Standhr
3.129 Feeding.
3.130 Watermg
3.131 Sanitatioln,

se.
3.132 Employees.
3.13& Separation.
3.1349 Veternary care.
3.135 Handling,

Transporfation Standards
3.136 Cons-gimentsztocanmers and.

itermediareliandrem
3.137 Prrmary, encrosuresiused-re- transport

live-anfinat.
3.138 Primary conveyances (motorvehicle,

rail, air, ancmarihe)
3.139 Food and"waterrejuirementi.

'3.140 Cartefi.ransit
3.141. TerninEafacilitis.
3.142 Handling.
§ 3.13.25,3.50 3,5,,3,1and3125"o

[Amended-

11. In §§ 3.1(a), 3.25(a), 3.50(a), 3 75fa,
3.100(a), and 3.125(a) whereverthe
reference to "housing facilities" appears.
the.reference "indoor and-outdoor
housfing failiiesn" is. substituted
therefor.

§ 3.11 rAmended],
12. Section. 3.llfjcy ofthe.stan&rds (9-

CFR 3.$1(c , is.revisedx toread as.
follows:

-(-7arrferso r f t 'ermedatehanders-
whose facihies failta.met the
mihfinum temperature'allbwed by the
stand-ard&s;,may acceptif6r
transportation ortransport, fir
commerce, anyl'vEd'og-or cat consigned-
by any departinent, agency, or'
mstrumentalyofEthetnited'Stafes or-
ofany'State, orocagovernment, or'by'
anyvpersoir (inclhdIhg'anylIcensee, or'
registrantunderheAcf, as'welI-as any,
private Eadvid'alj-f the'consignor'
furni'shes tb-the carrier or rtermedatf-
handler a certifrcaf' executed by'a
veterihrfanaccredere by--this:
Departmenflpursuant~bFart 160!of'tlh's
title on, a, speciffied date which shalffnot>
be more thanl, d'ays' prior'tb, delivery of'
suck, dog- or cat- for:transporratran' ih
commerce, sfatffig-tiat-such'lFve-dog or
cat isacclimafert''afir temperatures,
lower than those prescribed in f§:3.I6,
andI.aZl..A.copy ofsuclcertificate shall
accompany the shipment to destinatiom.
The certificate shall include at least the
following-ififormatibn:

iL),Name and. address of-the
consignor,.

C2Tag number or t'attoo. assigned. to
each dog, or caLpursuan to; §.j2.a50.and
2.54 ofthe.reglations,

(31 &certifyingstatement! e.g, "I
hereby certify that, th. anumal(sinthis
shipment is a ),.to thebestofmy,
knowledgei,acclimatedito,aur
temperatures-lower than:7.2- C. Q45,=
F.)."); and

C41-The siggature of the USDA
accredited vetemnariam, assignedt
accreditationinumber-andodate.

§ 3.12 [Amendedl
13. Sectfon-3.12(cl,[0 CFK 3,1 c)) is

revised'-tread as follows-

,Cc)3Pnmary enclosures.usedto,
transport five dogs and cats shalbbeo
large. enoughl to. ensure that. each animal
contained,thereimnhas sufficient space, to.
turn.about:freely in-a. standingpositlon
using normaL body movements,, to,standi
and sit erect, and to lie in, a natural.
position.

§ 3.35 [Amended]
1 .Section 35(@)'oithestandards (9

CFR .35(cD'is revised tfr read a.
follows:

(c) Carriers or intermediate handlers:
whose facilities fail to meet. the-
minimunr temperature allbwe6'6y' tha
standards may accept for transportation
or transport, in commerce,, any, lve.
hamster consigned by, any department,
agency, or mstrumentalityoftheUnitec&
States or of any. State o local:
government, or by'anyperson, (inclhding
any licensee or'registrant undcertheAct,
as welr asf any private indivrdtial if'the
consignor furnfshesto. the.carrier or
intermediate handler acertificate
executediby a:veterinariantaccredi ted
by this Department pursuantf toPart,10
of this title on a specifiect date which
shall not be more than 10 days prion to,
delivery ofsuch.hamsten for.
transportation m commerce., stating. that
such live:hamster-isacclimated.toz air
temperatures rower thuan those'
prescribed in § § 3.40A and 3.41.Acopy of
such certificate shall.accompany- the
shipment to destination. The certificate.
shall include the follawinginformatlonr

(1] Name and address ofthe
consignor,

(2) The number of hamsters in the
shipment;

(3) A certiffih statement Ce:g.,",,'T
hereby certify' that the, animaICs): iir this'
shipmenix Care], to-the'best of'my'
knowledge, acclimared to air
temperatures lower than 7.2* C. C45,"
F.)."); and

(4) The signature-of'the USDA.
accredited veterinarian,, assigped.
accreditation number, and date.
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§ 3.60 [Amended]
15. Section 3.60(c) of the standards (9

CFR 3.60(c)) is revised to read as
follows:

(c) Carriers or intermediate handlers
whose facilities fail to meet theminimum temperature allowed by the
standards may accept for transportation
or transport, in commerce, any live
rabbit consigned by any department,
agency, or instrumentality of the United
States or of any State or local
government, or by any person (including
any licensee or registrant under the Act,
as well as any private individual) if the
consignor furnishes to the carrier or
intermediate handler a certificate
executed by a veterinarian accredited
by this Department pursuant to Part 160
of this title on a specified date which
shall not be more than 10 days prior to
delivery of such rabbit for
transportation in commerce, stating that
such live rabbit is acclimated to air
temperatures lower than those
prescribed in §§ 3.65 and 3.66. A copy of
such certificate shall accompany the
shipment to destination. The certificate
shall include at least the following
informatiom

(1) Name and address of the
consignor;,

(2) The number of rabbits in the
shipment;

(3) A certifying statement (e.g., "I
hereby certify that the animal(s) in this
shipment is (are), to the best of my

.knowledge, acclimated to air
temperatures lower than 7.2° C. (45°

F.).)"; and
(4) The signature of the USDA

- accredited veterinarian, assigned
accreditation number, and date.

§ 3.85 [Amended]
16. Section 3.85(c) of the standards (9

CFR 3.85(c)) is revised to read as
follows:

(c) Carriers or intermediate handlers
whose facilities fail to meet the
minimum temperature allowed by the
standards may accept for transportation
or transport, in commerce, any live
nonhuman primate consigned by any
department, agency, or instrunentality
of the United States or of any State or
local government or by any person
(including any licensee or registrant
under the Act, as well as any private
individual) if the consignor furnishes to
the carrier or intermediate handler a
certificate executed by a veterinarian
accredited by this Department pursuant
to Part 160 of this title on a specified
date which shall not be more than 10

-days prior to delivery of such nonhuman
praimate for transportation in commerce,
stating that such live nonhuman
primates is acclimated to air
temperatures lower than those
prescribed in §§ 3.90 and 3.91. A copy of
such certificate shall accompany the
shipment to destination. The certificate
shall include the following information:

(1) Name and address of the
consignor;,

(2) The number of nonhuman primates
in the shipment;

(3) A certifying statement (e.g., "I
hereby certify that the animal(s) in this
shipment is (are), to the best of my
knowledge, acclimathd to air
temperatures lower than 7.2' C. (450
F.)"); and

(4) The signature of the USDA
accredited veterinarian, assigned
accrediation number, and date.

§ 3.112 [Amended]
17. Section 3.112(c) of the standards (9

CFR 3.112(c)) is revised to read as
follows:

(c) Carriers or intermediate handlers
whose facilities fail to meet the
minimum temperature allowed by the
standards may accept for transportation
or transport in commerce, any marine
mammal consigned by any department,
agency, or instrumentality otthe United
States or of any State or local
government, or by any person (including
any licensee or registrant under the Act,
as well as any private individual) if the
consignor furnishes to the carrier or
intermediate handler a certificate
executed by a veterinarian accredited
by this Depaitment pursuant to Part 160
of this title on a specified date which
shall not be more than 10 days prior to
delivery of such animal for
transportation in commerce, stating that
such marine mammal is acclimated to
air temperatures lower than those
prescribed in § § 3.117 and 3.118. A copy
of such certificate shall accompany the
shipment to destination. The certificate
to include at least the following
information:

(1) Name and address of the
consignor,

(2) The number of animals in the
shipment;

(3) A certifying statement (e.g., "I
hereby certify that the animal(s) in this
shipment is (are), to the best of my
knowledge, acclimated to air
temperatures lower than 7.2 C. (45'
F.)"); and

(4) The signature of the USDA
accredited veterinarian, assigned
accreditation number, and date.

§ 3.136 [Amended]
18. Section 3.136(c) of the standards (9

CFR 3.136(c)) is revised to read as
follows:

(c) Carriers or intermediate handlers
whose facilities fail to meet the
minimum lemperature allowed by the
standards may accept for transportation
or transport, in commerce, any live
animal consigned by any department,
agency, or instrumentality of the United
States or of any State or local
government, or by any person (including
any licensee or registrant under the Act,
as well as any private individual] if the
consignor furnishes to the carrier or
intermediate handler a certificate
executed by a veterinarian accredited
by this Department pursuant to Part 160
of this title on a specified date which
shall not be more than 10 days prior to
delivery of such animal for
transportation in commerce, stating that
such live animal is acclimated to air
temperatures lower than those
prescribed in §§ 3.141 and 3.142. A copy
of such certificate shall accompany the
shipment to destination. The'certificate
shall include at least the following
information:

(1) Name and address of the
consignor,

(2) The number of animals in the
shipment;

(3) A certifying statement (e.g., "I
hereby certify that the animal(s) in this
shipment is (are], to the best of my
knowledge, acclimated to air
temperatures lower than 7.2 C. (45'
F)"); and

(4) The signature of the USDA
accredited veterinarian, assigned
accrediation number, and date.

PART 160-DEFINITION OF TERMS

§ 160.1 [Amended]
19. Section 160.1(d) (9 CFR 160.1(d)) is

amended to read as follows:

(d) "Accredited Veterinarian." 1A
veterinarian approved by the Deputy
Administrator in accordance with the
provisions of Part 161 of this subchapter
to perform functions specified in Parts 1,
2, 3, and 11 of Subchapter A, and
Subchapters B, C, and D of this chapter.
and to perform functions required by
cooperative State-Federal disease
control and eradication programs.
1 *1 * * *
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PART 161--REQUIREMENTSANIT
STANDARDS EORACCRED.'ED,
VETERINARIAN, 7AND-SUSPENSION
OR REVOCATION OF SUCH
ACCREDITATION

§1612 [Amended,
20. SectiomlfLt2(bt9L CFR 16I.2(}j is,,

amended to read' as follows:

(blAn accreedveterinarian-shal,
not srgn- any certificate;, formrecordcor
repor or pernt such. acertifficatejform.
record, or report" to,be usedluntiL and:
unless, Fiehaso ascertained that itlias
been accuraferyandflIy completed'
clearly, identifyfrgthe'anirnaI(sror
birdrsl to which it applies and'showingo
the results. ol~the inspection,. test,, or
vaccinatton, etc.,ohe has conducted,.
exceptas provfdedin.parag.raph -_cof
this sectfom.An accredited'veterinarran
shall not sigliany certificat'e~provfded
for by, the AnimarWelfare-Actorits.
regurafons-and' standards unless.he has7
ascertained that the. statements,
contained- therelmare complete, clbarr
and accurate. The-accredited'
veterinarian shaldistribute copibsoF
certificafesJorms-, records- and- reports;
according to- instructions fssued to-him;
by the Veterrhariair h-Charge or the-
State Animar1 Health- OfficiaL

§ 161.2 rAmended]
21. Section 161.2(h] (9. CER.161h. Ji T

amended toiead'as-folrows-_

(h) An accredited veferinarian- sial}t
keep himself currently informedon
Federata nd.Sate regurations gpvernihg
the movement' oanitmalsand poultry,.
and on procedures applicabla to disease"
control and eradicaffonprograms,.
including-emergency programs, andome
definitions,,regulations,. and stanards;.
under the Animal Welfare Act, and.any
legislation amendatory thereof, and on.
regulations under the Horse Protection
Act of 1970, and ank, legislation
amendatory, thereof-He.shall carry out
all of'firs responsibilities under the
applicable Federal programs, and:
cooperativeprograms ,i accordance
with such regulations-andinstructions,
issued to him-by the Veterinarian in
Charge on the State AnimalHealth.
Officfal or both.,

It doesnot appearthat furtherpublic:
participation in: this rulemaking
proceeding would maker additfonal-
relevant information available to the
DepartmenL

Accordingly.under, the- administrativ.-
procedure pro.isionsin.5US.C.553it-is.
found upon, good, cause, that-further -
notice and other public procedure with

respecLto.these amendments are.
impracticable:andunnecessary

This fmnanfe.hasbeenrerewed -

under the'USDA criteria, estalblished to.
implement Execuf]veUCOrder 12044,
"Improving Gavermunt Regulations."A
determinnatfor Las been made that this.
action shoulrd'notbe classified'"sig ifcant'under those crireia.-A
ApprovedFinal.inpact Statementis-
available fronrtheEeputy
Administrator, USDA, APHIS, V, Room
703- FedtemltEluilding, 6505Belbres.
Road, HyattsvilleM 20782:.

Done-at Washngtbd D .C,.thi1s-s day of:
October'9g..
Pierre A. Clharoux-,
Depuy Administxatbi VetedharirSerTcen."
[FR Doc. 7i341bn-34-M:4TaznY

BIWUNG CODE 3410-34-M
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DEPARTMENT OF AGRICULTURE

Food and Nutrition Service

7 CFR Parts 271,272,273, and 278

[AmdL No. 154]

1979 Amendments to the Food Stamp
Act of 1977: Provision of Social
Security Numbers; Fraud
Disqualification and Recoupment; and
Group Living Arrangements

Note.-This document originally appeared
in the Federal Register for Wednesaay,
October 31, 1979. It is reprinted in this issue
to meet requirements for publication on an
assigned day of the week. (See OFR notice 41
FR 32914, August 6, 1976.]

AGENCY: Food and Nutrition Service.
ACTION: Proposed rule.

SUMMARY: This proposed rulemaking
amends the regulations, published
October 17, 1978 (43 FR 47846], which
implemented major portions of the Food
Stamp Act of 1977. All of the
amendments proposed in this
rulemaking are the result of changes in
the Food Stamp Act brought about by
the enactment of Pub. L. 96-58, 93 Stat.
389, August 14, 1979.

The amendment sets forth procedures
by which social security numbers will
be obtained for all members of food
stamp households as authorized by
Section 4 of Pub.'L. 96-58. That section
amended the Food Stamp Act of 1977 to
enable the Department to require as a
condition of eligibility for participation
in the Food Stamp Program, that each
household member furnish to the State
agency their social security account
number o'r numbers.

In addition, this proposal would
amend the regulations so that
individuals subject to disqualification

- from program participation for
fraudulent conduct would be required to
agree to either a reduction in the
household's food stamp allotment or to a
repayment in cagh in order to again
participate'in the Food Stamp Program
as mandated by Section 5 of Pub. L. 96-
58.

This proposal would also amend Part
273 to permit each State agency to retain
50 percent of the value of all funds or
allotments recovered or collected
through prosecutions or other State
activities directed against individuals
who fraudulently obtain food stamp
allotments to reflect changes brought
about by Section 6 of Pub. L. 96-58. The
proposed rulemaking also sets forth
procedures for implementing a provision
for certain blind and disabled residents

of State certified small group living
arrangements to participate in the Food
Stamp Program as mandated by
Sections 7 and 8 of Pub. L. 96-58.
DATE: Comments must be received on or
before December 17, 1979, in order to be
assured of consideration. The
Department is under a statutory
mandate to issue final rulemaking on the
changes dealing with social security
numbers, fraud disqualification and
recoupment 150 days from the date the
law was enacted, August 14, 1979.
Because of this mandate, Rolpert
Greenstein, Administrator, Food and
Nutrition Service, has determined that
there be a 45-day comment period; a 60-
day comment period would preclude the
Department from meeting the mandated
time for publishing final rules. While the
changes by Sections 7 nd 8 of Public
Law 96-58 are not under the same
legislative deadline, the Department
believes that the legislative intent was
for expeditious processing of all changes
required by the amendments.
Consequently, these changes were
included as part of the proposed
rulemaking on SeCtions 4 through 6 of
the statute. The Department urges
interested parties to comment as early
as possible within the 45 day comment
period since comment analysis must
begin immediately after the comment
period in order to publish final rules
within 150 days of enactment. The
Department will carefully review all
comments received by the 45th day and
will give them serious conisideration
before final rulemaking is published.
The Department cannot guarantee
consideration of comments received
after the 45th day.
ADDRESS: Comments should be
submitted to: Alberta C. Frost, Acting
Deputy Administrator for Family .
Nutrition Programs, Food and Nutrition
Service, USDA, Washington, D.C. 20250.
All written comments will be open to
public inspection at the offices of the

- Food and Nutrition'Service'during
'regular business hours (8:30 a.m. to 5:00 -
p.m., Monday through Friday) at Room
678, 500 12th Street, SW, Washington,,
D.C.
FOR FURTHER INFORMATION CONTACT:
Susan McAndrew, Chief, Program
Standards Branch, Program
Development Division, Food and
Nutrition Service, Washington, D.C.
20250. Phone (202] 447-6535.
SUPPLEMENTARY INFORMATION:

Social Security Numbers
Provision of social security numbers.

Public Law 96-58 amended the Food
Stamp Act of 1977 to allow the Secretary
to require, as a condition of eligibility

for participation in the Food Stamp
Program, that each household member
furnish to the State agency their social
security number (SSN) (or numbers, If
they have more than one.)

In addition, this amendment
specifically allows State agencies to use
social security numbers "in the
administration of the Food Stamp
Program" and grants the Secretary and
State agencies the same access to data
pertaining to Supplemental Security
Income (SSI] recipients as the access
provided to the Security of the
Department of Health, Education and
,Welfare (DHEW) to the extent the
Secretary and the Secretary of DHEW
determine necessary for the purpose of
determining or auditing a household's
eligibility to receive assistance or the
amount thereof under the program or
verifying information related thereto,

Implementation. Although the
legislation does not mandate a specific'
implementation date, it does require that
final regulations implementing Section 4
of the act be issued within 150 days
after the date of enactment. In keeping
with Congress' mandate to promulgate
these regulations expeditiously, the
Department proposes that State
agencies begin obtaining household
members' SSN's as soon as possible
after final rules are published, but no
later than 120 days from the date of
publication of final rules. It is the
Department's opinion that the impact of
obtaining SSN's for food stamp
applicants and/or participants will be
lessened since SSN's are already
available for significant portions of the
food stamp caseload. For that portion of
the caseload which also receives public
assistance (PA there will already be
recorded SSN's for all household
members since this is already a
requirement for PA households. In
addition, individuals receiving social
security or SSI benefits and the working
members of non-assistance households
will also have SSN's, The Department
estimates that less than half the.food
stamp caseload will not have or will not
'know their SSN's. The Department Is
proposing that State agencies obtain
individuals' SSN's at the time of
application, recertification or at any
office contact. This would eliminate the
need for a massive desk review effort
and gives State agencies an opportunity
to gradually meet this requirement; this
should avoid seriously increasing a
State agency's workload.

Requiring the SSN as a condition of
eligibility. The amendment states that
"the Secretary and State agencies may
(1) require, as a condition of eligibility
for participation in the Food Stamp
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Program, that eachhousehold member
furnish to the State agency their social
security account numbers * * *

In proposing that social security
numbers be required as a condition of
eligibility, the Departmentresearched
the Congressionalintent in passing this
amendment. It is clear from the
legislation background that Congress
views the requiring of an SSN as a
condition of eligibility as an antifraud
provision [Cong. Rec. July 27.1979 p.
$10778). The intent is to use social
security numbers in computer matching
and other techniques to prevent
duplicate participation and to allow
States to more readily identify those
households that have unreported
earnings or have reported their earnings
incorrectly [Cong. Rec. July 27.1979. p.
S10779). The Department shares the
concerns of Congress expressed in the
legislative history and is therefore
proposing to mandate the requiring of
SSN's as a condition of eligibility.

While it is clear, as explained above,
that obtaining household members'
SSN's must be a requirement for
applicants and participants, it is also
apparent that Congress intended that
provisions be made to allow an

'individuars participation pending
receipt of an SSN from the Social
Security Administrative (SSA). In Cong."
Rec. August 21979 H7067, it is stated
that individuals not previously assigned
a social security number would be
eligible to participate while waiting for
the SSN to he assigned, as long as the
individuals apply for and susequently
furnish SSN's. Congress also specifically
indicated that individuals entitled to
expedited service would be permitted to
furnish a social security number after
receiving their first allotment: this is
intended to avoid delay in benefits
simply because a social security number
cannotbe immediately furnished [Cong.
Rec. Angust 2,1979, H7076).
Consequently, the Department is
proposing that any household member
who does not have an SSN. does not
know the SSN. or does not know if he or
she has an SSN, and does apply for the
SSN, may continue to participate for 90
days pending receipt of the number. The
Department researched with SSA the
length of time it takes to process an
paplication for an SSN. Based on study
information, the average processing time
from the completion of the application
for an SSN to the date of SSN issuance
is approximately 31 days. However,
because the processing time may vary
depending on the difficulty in obtaining
required verification and on the
particular office handling the
application, the Department believes

that the proposed 90 day time frame (for
participation pending receipt) is needed
to allow ample time.

In this situation the Department feels
it is justifiable to ask individuals to
provide documentation that they have.
in fact, applied for and SSN and why it
is delayed (e.g. problems with locating a
birth certificate etc.) and this is reflected
in the proposed rules. As long as the
individual has applied for an SSN and
has provided SSA, to the best of ability.
with all necessary information, it is the
Department's opinion that the household
member should not be penalized for
processing delays and thus may
8ontinue to participate. Further, a
household's certification will not be
delayed solely to validate an SSN
provided for any household member.
The Department is proposing that as
soon as all other steps necessary for
certification have been completed a
household must be certified rather than
wait for validation of a social security
number. If all other certification steps
are completed in less than 30 days, the
household should be certified at that
point, rather than be required to wait
until later in the 30 day period because
the State agency has not completed
validation of an SSN.

Obtaining and verifying the SSN. The
proposed rules state that for those
household members who have an SSN.
the State agency shall, at the time of
application, recertification, or any office
contact, record the SSN and verify it
either by matching tle reported number
with computer tapes from SSA (such as
BENDEX or SDX tapes) or printouts
from SSA, or by viewing a document
with the social security number on it,
(such as a driver's license, or a social
security card). It is the Department's
opinion, after discussion with SSA. that
verification of the SSNis important;
reporting the numbers verbally often
results in inaccurate transcription and if
there is anything questionable about an
SSN it should be completely validated to
avoid the confusion caused by an
incorrect SSN. Once an SSN has been
validated, verification must be recorded
by the State agency to prevent the need
for reverification in the future.

The Department is proposing two
possible procedures for obtaining SSNMs
of household members who do not have
a number, do not know their SSN or'do
not know if they have a number. The
individual needing an SSN may either
apply for the number directly at the SSA
office or the State agency can offer to
complete the application for a social
security number, Form SS-5, and note
on the SS-5 the documentation provided
by the individual as verification of

identity, age, and citizenshipfalien
status. However, the latter procedure
shall only be used in States which have
a agreement with SSA which allows the
States to take the SS-5 application and
record the necessary verification in the
same way an SSA staffperson does in
their District Offices. Currently. 33 State
agencies have such an agreement with
SSA and handle obtaining SSN's for
AFDC and/or medicaid in this manner.
These States will need to renegotiate
their agreements with SSA since most of
the existing agreements apply only to
AFDC and/ medicaid. The rening
State agencies require their clients for
those two programs to apply directly at
SSA offices. TheDepartment does want
to offer the household members all
assistance possible in meeting the SSN
requirement and consequently proposes
that, when individuals opt to apply
directly to SSA. the State agency inform
the individual where to apply and
discuss with them what they wiill need
to present as evidence of identity, age,
and citizenship or alien status.

Failure to comply. The legislative
background to the amendment cearly
indicates the Congressional intent
relative to those individuals failing to
comply with this requireret. In the
Cong. Rec. August 2,1979. p. H7067, it is
stated that the provision requiring social
security numbers as a condition of
eligibility

* * wouldpermit an individual to be
barred from receiving food stamps if that
individual had been assigned a social
security number butrefused to provide it to
the State agency. Individuals not prevkxtsly
assigned a social security number could also
be prevented from participating unless the
individual applied for and subsequently
furnished a social security number. The
Income and resources of the individual
disqualified for failure to provide a social
security number would be counted in the
same way an individuars income and
resources are counted when a person is
disqualified for fraud or for falare to meet
the studentworkregistratioa requirement
during the school year.

The proposed regulations follow the
Congressional intent. In addition, the
Department is proposing a good cause
provision. It is the Department's position
that household members should not be
penalized when they have applied for an
SSN, and through no fault of their own,
do not receive it in a timely manner
Consequently, if the State agency
determines that a household member
has been unable to obtain an SSN. with
good cause, that individual will not be
disqualified. Examples of good cause
would include a delay in SSA
processing the application for an SSN, a
delay in obtaining a birth certificate, a
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delay in obtaining alien status papers,
etc.

The Department discussed with SSA
whether or not all legal aliens can
obtain an SSN. Currently, SSA issues
SSN's to aliens admitted for permanent
residence, for refugees, and for those
legal temporary aliens who are given.
employment authorization by the
Immigration and Naturalization Service
(INS]. Legal temporary aliens who do
not have documentation to show that
they are "employment authorized" are
only issued SSN's when they have valid
nonwork reasons.

Preliminary discussions with SSA
indicate that eligibility for food stamps
would be considered a justification for a
legal temporary alien to be issued an
SSN.

Use of SSN. The Department believes
it was Congress' intent that SSN's be
used as an antifraud device. The
legislative background indicates that
Congress envisioned State agencies
using the SSN's to prevent duplicate -
participation and to detect -
tnderreported or unreported income by
matching reported income against data
from other federal programs.

The amendment, as enacted, specifies
that State agencies shall have the same
access that has been provided to HEW
to the information regarding individual
food stamp program applicants and
participants who receive benefits under
title XVI of the Social Security Act,
provided that the Secretary of DHEW
concurs that access to SSI information is
-within the purposes set forth in the
statute. This access will enable State -
agencies to determine SSI households'
eligibility to receive benefits, the amount
of the benefits and to verify reported
income information. The proposed
regulations provide for this type of
suage of SSN's.

Mass changes. The Department
believes that prompt implementation of
the SSN requirement will greatly
facilitate making mass changes,
specifically the SSI and social security
cost-of-living changes which occur
annually. In the past, pome States have .
made cost-of-living increases for
recipients of social security and SSI
benefits automatically while other have
made such changes on an as reviewed
or as reportbd basis. This has resulted in
a lack of uniformity and inequity in
benefit levels since some individuals"
benefits were reducedmore quickly
than others. Because of the availability
of information on these changes from
SSA, by social security number, the
Department expects mass changes in"
social security and SSI benefits to be
reflected more promptly. Therefore,
tighter time frames for making these

-changes are incorporated into this
proposal. For the July 1980 changes,
States must adjust benefit levels within
180 days and beginning in July 1981,
within 90 days. If, by July 1980, all cases
containing individuals who receive SSI
or social security benefits, have not had
SSN's obtained orrecordei through
recertification or any office contact, the.
State agency will have to identify these
individuals by means of a desk review.
The desk review will serve to identify
individuals for whom SSN'sare nebded
and will allow the State agency to
contact these individuals and obtain
their SSN's for use in making the annual
cost-of-living increase.adjustments.
Since all individuals receiving social
security or SSI will already have SSN's,
obtaining them for food stamp purposes
should be neither costly nor time
consuming. The Department expects
that the availability of SSN's in the
future will readily identify persons
affected by benefit changes from other
programs-as well, since SSN's are

,widely used as an'identifier. The use of
SSN's to make changes for increases in
social security and SSI benefits is of
particular significance given the cost
corstraints on the program.

The Department's proposal 'to allow
180 days for the July 1980 changes and
90 days thereafter is designed to allow
State agencies which cannot make these
changes by computer to schedule
recertifications for households with SSI
or social security income during these
periods.

Fraud Disqualification and Recoupments
Section 5 of Pub. L. 96-58 amends

Section 6(b) of the Food Stamp Act of
1977 to provide that following any
disqualification from the program for
fraud no individuals shall be eligible to
participate in the program unless he or
she agrees to repayment of the
fraudulently received benefits.
Repayment may be made through either
a reduction in the allotment the .
household would otherwise receive or
through repayment in cash, in
accordance with a reasonable schedule,
over a period of time sufficient to
reimburse the amount of the
fraudulently received benefits. If the
individual elected repayment in cash but
failed to meet the repayment schedule,
the household is subject to appropriate
allotment reductions.

Implementation. State agencies would
implement the program changes
contained in this proposal on fraud
disqualification and recoupments on or
before July 1, 1980. Within 120 days of
implementation the Food and Nutrition
Service would begin returning to each
State agency50 percent of the value of

all funds or allotments recovered or
collected through prosecution or other
State activities directed against
individuals who fraudulently obtain
food stamps.

Disqualification for failure to repay, If
the individual who committed fraud
does not agree to a reduction In the
household's allotment or does not agree
to pay the frahd claim in cash, this
proposed rulemaking would allow the
State agency to disqualify the individual
until the person agrees to repay in cash
or agrees to the-allotment reduction. The
household would be sent an agreement
letter at the time of disqualification, and
a follow-up letter sent the month prior to
the end of the disqualification period if
the household failed to respond initially.
The period of disqualification would
then be extended immediately If the
household again failed to respond. The
income and resources of the individual
disqualified for failure to repay the
fraud claim would be counted in the
same way an individual's income and
resources are currently counted when
that person is disqualified for fraud or
for failure to meet the student work
registration requirement during the
school year. The income of the
disqualified member is prorated and the
amount, less the disqualifed member's
share, is considered available to the
remaining members. The disqualified
members resources are considered
available in total.

Collection of fraud claims. In order to
collect fraid claims, States must
currently rely on voluntary repayment
by the household or incur the expense of
initiating a civil court action to obtain
repayment. The 1979 Amendments
provide, through allotment reduction, a
simple and efficient mechanism for
collecting fraud claims if the household
cannot or will not make cash
repayments. As a result, It is anticipated
that- the percentage of fraud claims
collected will substantially increase
without increasing the administrative
costs of collecting these claims. These
collection procedures should also
discourage persons from committing
fraud.

State share of recovery. States are
currently required to return to the
Federal Government all funds collected
froi housedholds that have repaid the
value of any fod stamps overissued to
them. The Food Stamp Act Amendments
of 1979 revise Section 16(a) of the Food
Stamp Act of 1977 to allow each State to
retain 50 percent of the funds it recovers
or collects from persons that have
committed fraud as determined In
accordance with the Food Stamp Act of
1977. This provision will provide an
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incentive for States to pursue collection
of fraud claims, particularly in those
cases where recoupment of
disqualification is currently ineffective
because the household is ineligible.

The Department is proposing a new
method for States to submit funds
recovered from all types of
overissuances. States would no longer
forward checks to FNS for overissuance
recoveries. The letter of credit would be
amended quarterly to reflect 50 percent
retention of funds recovered from fraud
claims and to reflect the full value of
nonfraud claims which are still fully
payable to FNS. If needed, the letter of
credit Would also be adjusted to reflect
recovery of funds from claims resulting
from State negligence. States would
continue to report claims on Form FNS-
209, Status of Claims Against
Households. The amount of fraud claims
would be indicated on the FNS-209 and
on other letter of credit documents as
required by FNS. This new method will
permit States to retain funds to meet
administrative costs until such time as
the letter of credit is adjusted.

This proposal, in accordance with the
1979 amendments, also provides that
persons involved in making fraud
determinations are not to benefit from
the amount of such recoupments or
collections. This prohibition on the use
of revenues collected in this manner will
assure the impartiality of officials
making fraud adjudications.

Repayment schedules. As discussed
earlier, the 1979 Amendments direct the
Secretary to establish a reasonable
restitdtion schedule, either through cash
repayment or recoupment through
allotment reduction, that will be
sufficient over time to reimburse the
Federal Government for the value of
fraudulently obtained food stamps.

If the individual agrees to a
repayment in cash, the Department
proposes that the claim be collected in
full if the individual is financially able to
pay the indebtedness in one lump-sum.
If, however, the individual is financially
unable to pay the indebtness in one
lump-sum, the Department suggests that
installment payments be accepted that.
are at least equal to the minimum
allotment for the size of the household
of which such individual is a member.

In developing a recoupment schedule,
the Department considered three
options: recoupment of a flat percentage
of the food stamp allotment; recoupment
of any amount over and above the
minimum bonus; and recoupment of the
.whole allotment. The Department
proposes to recoup a flat percentage of
the food stamp allotment, primarily
because it is a uniform standard and
employs a single mathematical

calculation. A flat percentage also has
the advantage of encouraging
households to continue program
participation, thereby ensuring that the
overissuances are recovered. The
Department is proposing that 25 percent
of the food-stamp allotment be
recouped, except in special
circumstances, but welcomes comments
on this particular issue as we recognize
that this proposal Is of substantial
concern.

In the event the household member
found guilty of fraud joins another food
stamp household, the Department
proposes that the State agency initiate
collection action against the household
containing the fraudulent individual.
This proposal conforms most closely to
the language in the law which sfates
that no disqualified individual shall be
eligible to participate in the Food Stamp
Program unless such individual agrees
to a reduction in the allotment of the
household of which such individual is a
member.

In addition, the Department proposes
that when a court of appropriate
jurisdiction fails to specify a specific
disqualification period for fraudulent
conduct that a six-month
disqualification period be employed
since the Food Stamp Act of 1977
mandates a period of not less than six
and not more than twenty-four months.
This change is proposed to make the
processing of court-handled cases more
equitable with that of fraud cases
processed through administrative
hearings. A period of disqualification is
always imposed where guilt is
established in fraud hearings. This is
also proposed to more closely follow the
legislative history of the 1977 Act which
indicates that persons committing fraud
should be subject to separate actions-
punishment and recovery. -

Administrative fraud hearing. It has
come to the Department's attention that
some State agencies are not vigorously
applying the administrative fraud
hearing provisions specified in Section
273.16(d) of the Food Stamp Regulations.
Some State agencies are choosing to
interpret this regulatory language as
being discretionary permitting them to
either conduct or refuse to conduct
administrative fraud hearings at their
option on a Statewide basis. Regardless,
this system is mandated and must be
available for use.

The Department recognizes that there
have been factors influencing State
agency hesitancy to pursue fraud
hearings in the past. However, with the
new provisions on recoupment as a
method of overissuance recovery as well
as the 50 percent payment to the State
for monies recovered, additional

incentives to pursue fraud hearings will
be in place. One additional change the
proposed regulations will permit is that
administrative fraud hearings for
currently ineligible participants be
initiated by the State agency to
substantiate fraud and thdt a period of
disqualification be instituted if the
household member ever becomes
eligible for the program again.

Likewise, because the Department
recognizes that some State agencies are
concerned about the cost of conducting
an administrative fraud hearing and
have suggested that the $35 limit below
which fraud hearings could not be
conducted, be raised, the Department
will accept comments on the limit to be
imposed. These comments will be
carefully considered in determining the
amount below which fraud hearings
would not be conducted.

It is hoped that intensive public
scrutiny will assist the Department in -

drafting final regulations. In formulating
comments, particular attention should
be given in the area of percentages of
allotments to be recouped. However,
comments on all aspects of the proposed
rules will be considered. In reading this
proposed rulemaking on collection of
fraud claims, it will be useful to refer to
other rulemakings of the Department.
These other publications are the final
rules implementing major aspects of the
Food Stamp Act of 1977 published on
October 17,1978, (43 FR 47846) and the
preamble to the May 2,1978 proposal (43
FR 18874).
Group Living Arrangements

One of the objectives of the 1979
amendments to the Food Stamp Act of
1977 is to provide that certain disabled
or blind residents of State certified small
group living arrangements are permitted
to participate in the Food Stamp
Program if otherwise eligible. These
disabled or blind residents must be
receiving social security benefits under
title H (Social Security Disability) or title
XVI (Supplemental Security Income-
SSI), and they must be living in a public
or private nonprofit group living
arrangement that serves no more than
sixteen residents and is certified by the
appropriate State agency under
regulations issued under Section 1616(e)
of the Social Security Act.

In reading this proposed rulemaking
on the group living arrangement
provisions in the 1979 amendments to-
the Food Stamp Act of 1977, it will be
helpful to refer to other rulemakings of
the Department.

These other publications are the final
rules implementing major aspects of the
Food Stamp Act of 1977 published on
October 17,1978; the regulations
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pertinent to Authorized Firms published
on September 22,1978 (43 FR 43272) and
Food Stamps' Miscellaneous
Amendments and interpretations
published on June 8,1979 (44 FR 33380).
This is of particular significance since
treatment of.these households has been
structured much the same as for
residents of drug and alcoholic
treatment facilities in keeping with
legislative intent. Among the provisions
carried over from the treatment facilities
regulations are thle disqualification of
group homes found to have
misappropriated coupofis.

-Implementation. The 1979
Amendments to the Food Stamp Act of
1977 require that the provision for
certain disabled or blind residents of
State certified small group living
arrangements to be able to.participate in
the Food Stamp Program be
implemented in all States by July 1, 1980.

Definitions. The Department proposes
to amend definitions in Part 271
concerning: "Eligible food", and "Retail
food store" and to added a new
definition: "Group living arrangement."

Eligible food. A revision similar to the
one described above is proposed to
provide that meals prepared for elderly
persons or SSI recipients, or both, are
eligible foods. In addition, the eligible
foods definition is revised to include, as
eligible food, meals prepared for blind
or disabled residents by authorized
group living arrangement facilities.
Public Law 96-58 calls for the
participation of group living
arrangements in the Program.

Group Living Arrangements. The
Departmenthas taken the definition of
group living arrangements from Pub. L
96-58 and has added a provision that
group living arrangement facilities
provide care and/or protective oversight
for their residents. The-regulations
would require that group living
arrangement facilities must provide care
or protective oversight for no more than
sixteen residents and must be certified
by the appropriate State agency or
agencies under regulations issued under
section 1616(e) of the Social Security
Act. Additionally, these residents must
be receiving benefits under social
security disability (title II) or
Supplemental Security Income-SSI
(title XVI)-of the Social Security Act.

Purpose. The proposed regulations
provide for certain disabled or blind
residents of State certified small group
living arrangement facilities to
iparticipate in the Food Stamp Program
under the same conditions currently in
effect for drug addicts and alcoholics in
residential treatment programs.

The proposed regulations exempt from
the definition of institutiqn public or

private nonprofit group living
arrangements that serve no more than
sixteen residents and that are State
certified under regulations issued under
section 1616(e) of the Social Security
Act. Basic policy is, and has been, that
residents of institutions are not eligible
because the institution provides all
meals to the individual, the intent here
is to cover alternatives that come closer
to family or household living
arrangements in which individuals may
.assume some responsibility for food
purchage and preparation even though
these group living arrangement facilities
provide care and/or protective oversight
over their residents.

Certain disabled or blind residents in
these group living arrangements may be
able to -participate in the Food Stamp
Program since they will no longer be
considered residenis of an institution.
However, disabled or blind residents
who receive title II or title XVI benefits
are not categorically eligible for Food
Stamp Program benefits. They must
meet all Food Stamp Program eligibility
criteria. If eligible, these residents will
be certified to participate in the Food
Stamp Program as one-person
households.
, Responsible staff members of group

living arrangements facilities will act as
authorized representatives fog residents.
These authorized representatives will
make application for and receive and
spend the coupon allotments on behalf
of eligible residents.

The group living arrangement facility-
may spend the coupon allotment in
authorized retail food stores. If it wishes
to redeem food coupons through
wholesalers, the group living
arrangement facility must be authorized
by FNS as axetail food store.

Approval-of retall food stores and
wholesale food concerns. On June 8,
1979, the Department published final
rules which included an amendment
stating that alcoholic and drug addiction
treatment and rehabilitation programs
do not have to be authorized as retail
food stores in order for their residents to
be certified to participate in the
Program. Therefore, treatment and
rehabilitation programs will be
authorized only if they wish to redeem
food stamps through wholesalers. The
proposed regulations include this
provision. In addition, a paragraph is
added to the section on approval of
retail food stores to allow the
participation of group living
arrangement facilities in the program in
accordance with Public Law 96-58. -

Section 278 is amended to state that,
group living arrangement facilities
authorized as retail food stores may not
redeem food stamps at banks.

Therefore, it is proposed that Paris
271, 272, 273, and 278 be amended as
follows:

PART 271-GENERAL INFORMATION
AND DEFINITIONS

1. In § 271.2 it is proposed that the
definitions of "eligible foods" and "retail
food store" be amended and a new

'definition for "group living
arrangement" be added to read as
follows:

§ 271.2 Definitions

"Eligible foods" means (1) any food or
food product intended for human
consumption except alcoholic
beverages, tobacco, and hot foods and
hot food products prepared for
immediate consumption- (2) seeds and
plants to grow foods for the personal
consumption of eligible households: (3)
meals prepared and delivered by an
authorized meal delivery service to
households eligible to use coupons to
purchase delivered meals; or meals
served by a communal dining facility for
the elderly, or SSI households, or both,
to households eligible to use coupons for
communal dining; (4) meals prepared
and served by an authorized drug addict
or alcoholic treatment and rehabilitation
center to households eligible to use
coupons to purchase those meals; (5)
meals prepared and served by an
authorized group living arrangement
facility to residents who are blind or
disabled recipients of benefits under
title II or XVI of the Social Security Act;
and (6) in the case of certain eligible
households living in areas of Alsaka
where access to food stores is extremely
difficult and the households rely on
hunting and fishing for subsistence,
equipment for the purpose' of procuring
food for eligible households, including
nets, lines, hooks, fishing rods,
harpoons, knives, and other equipment
necessary for subsistence hunting and
fishing but not equipment for the
purpose of transportation, clothing, or
shelter nor firearms, ammunition or
other explosives.

"Group living arrangement" means a
public or private nonprofit facility which
provides care and/or protective
oversight for no more than sixteen
disabled or blind residents who are
recipients of benefits and under title Ii
(Social Security Disability) or title XVI
(Supplemental Security Income (SSI)) of
the Social Security Act, and which Is
certified by the appropriate State agency
or agencies under regulations issued

I i I
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under Section 1616(e) of the Social
Security Act

"Retail food stdre" means (1) an
establishment or recognized department
of an establishment, or a house-to-house
trade route, whose eligible food sales
volume is more than 50 percent staple
food items for home preparation and
consumption; (2) public or private
communal dining facilities and meal
delivery services and drug addict or
alcoholic treatment and rehabilition
programs and public or private nonprofit
group living arrangements; (3) any store
selling equipment for procuring food-by
hunting and fishing to eligible
households in Alaska, as specified in the
definition of eligible food; (4) any
private nonprofit cooperative food
purchasing venture, including those
whose members pay for food prior to
receipt of the food; and (5) a farmers'
market.

PART 272-REQUIREMENTS FOR
PARTICIPATING STATE AGENCIES

2. A new subparagraph (9] is added to
§ 272.1(g) to read as follows:

§ 272.1 General terms and conditions.

(g)'Implementation. * * *
(9) Amendment 154. State agencies

shall implement the program changes
required byAmendment 154 as follows:

(i) State agencies shall require social
security numbers for all new
applications and recertifications no later
than 120 days from the date of
publication of final rules. Participating
households shall be requested to
provide or apply for social security
numbers (SSN) for all household
members at recertification or at the time
of office contact for any other reason.
For those households which contain
individuals receiving social security

'and/or'SSI, and whose recertifications
are not scheduled until after July 1980,
the State agency, in order to meet the
requirements for mass changes as
contained in § 273.12(e)(3) as amended,*
shall review such cases in order to
contact those households so that they
may obtain SSN's within 180 days from
July 1, 1980.

(ii) If any member(s) of a household
cannot provide their SSN at the time of
application, recertification, or any office
contact they shall apply for a SSN in
accordance with § 273.6 as amended.

(iii] State agencies shall implement
the fraud disqualification procedures
and the fraud claim procedures
confained in § § 273.16, 273.17 and 273.18

no later than 120 days from the date of
publication of final rules.

(iv) FNS shall return to each State
agency 50 percent of the value of all
funds or allotments recovered or
collected 120 days from the date of
publication of final rules through
prosecutions or other State activities
directed against individuals who
fraudently obtained food stamps.

(v) State agencies shall implement the
provisions regarding group living
arrangements on or before July 1, 1980.

PART 273-CERTIFICATION OF
ELIGIBLE HOUSEHOLDS

3. In § 273.1, it is proposed that a new
subparagraph (3) be added to § 273.1(e)
and subparagraph § 273.1(fQ(2] be
amended to read as follows:

§ 273.1 Household concepL

(e) Residents of institutions.
Individuals shall be considered
residents of an institution when the
institution provides them with the
majority of their meals as part of the
institution's normal services and the
institution has not been authorized to
accept coupons. Residents of institutions
are not eligible for participation in the
program, with the following three
exceptions:

(3) Disabled or blind recipients of
benefits under title II or title XVI of the
Social Security Act who are residents of
group living arrangements as defined in
§ 271.2.

(f) Authorized representatives.
(2) Drug addict/alcoholic treatment

centers and group homes as authorized
representatives. Narcotic addicts or
alcoholics who regularly participate in a
drug or alcoholic treatment program on
a resident basis and disabled or blind
recipients of benefits under title II or
title XVI of the Social Security Act who
are residents of group living
arrangement facilities as defined in
§ 271.2 may elect to participate in the
Food Stamp Program. The residents
shall apply and be certified for program
participation through the use of an
authorized representatives who shall be
an employee of and designated by the
private nonprofit organization or
institution that is administering the
treatment and rehabilitation program or
public or private nonprofit group living
arrangement. The organization or
institution shall apply on behalf of each
addict or alcoholic or each disabled or
blind resident receiving benefits under
title R or title XVI of the Social Security
Act and shall receive and spend the

coupon allotment for food prepared by
and/or served to the addict or alcoholic
or disabled or blind resident receiving
benefits under title H or title XVI of-the
Social Security Act. The organization or
institution shall also be responsible for
complying with the requirements set
forth in § 273.11(e).
* . * * 4

4. In § 273.2. a new subparagraph (v)
is added to § 273.2(fl(l). subparagraph
(I) of § 273.2(f)(9) is revised, and
subparagraphs 273.2(i](3)(ii) and (4)(i]
are amended to read as follows:

§ 273.2 Application processing.

(0) Verification.
(1) Mandatory verification. *
(v) Social Security Numbers. The

social security number(s) (SSN) reported
to the State agency by the household
shall be verified by the State agency.
However, the State agency shall not
delay certification of an otherwise
eligible household solely to validate any
member's SSN, even if the 30 day
processing period has not expired. As
soon as all other steps necessary to
certify a household are completed
except for validation of an SSN, the
State agency must certify the household.
Verification shall be completed either at
initial application or at the time of or-
prior to the household's next
recertification. The SSN (s) shall be
verified in one of the following ways:

(A) Matching the reported SSN with
information supplied by the Social
Security Administration (SSA) (such as
BENDEX or SDX computer tapes or
printouts]; or

(B) Observing the household
member's social security card or any
document containing the SSN. If the
individual has no social security card or
the social security number appears
questionable, the State agency shall
verify the number on the card either by
matching it with SSA tapes or
submitting or having the individual
submit Form SS-5, Application for a
Social Security Number, to the Social
Security Administration. In the latter
case, the State agency shall advise the
individuals where to file and discuss
with them what evidence will be
needed. Once an SSN has been verified,
the State must annotate its file
accordingly to prevent the need for -
reverification in the future.

(a) Verification subsequent to initial
certification. (i) Recertification. At
recertification, the State agency shall
verify a change in income, medical
expenses or actual utility expenses
claimed by a household if the source has

63501



Federal Register / Vol. 44, No. 214 / Friday, November 2, 1979 / Proposed Rules

changed or the amount has changed by
more than $25 since the last time they
were verified. State agencies may verify'
income, actual utility expenses, or
medical expenses claimed by
households which are unchanged or
have changed by $25 or less, provided
verification is, at a minimum, required
when information is questionable as
defined in paragraph (f)(2) of this
section. Unchanged information, other
than income and medical or utility
expenses, shall not be verified at
recertification unless the information is
questionable as defined in paragraph
(f)(2) of this section. Newly obtained
social security numbers shall be verified
at recertification in accordance with
verification procedures outlined in
§ 273.2(f)(1)(v).

(i) Expeditedservice. * *
(3) Processing Standards. * *
(ii) Drug addicts and alcoholics, group

living arrangement facilities. For
residents of drug addiction or alcoholic
treatment and rehabilitation centers and
residents of group living arrangement
facilities who are entitled to expedited
service, the State agency shall mail an
ATP or coupons or have the ATP or
coupons available for pick-up no later
than.seven working days following the
date the application was filed.

(4) Special procedures for expediting,
service. * * *-

(i) To expedite the certification
process, the State agency shall postpone
the verification required by §, 273.2(f).
However, the household's identity and
residency shall be verified througlh a
collateral contact or readily available
documentary evidence. Examples of
adceptable documentar evidence which
the household may provide include, but
are not limited to, a driver's license,
work or school I.D., voter registration
card or birth certificate. Households
entitled to expedited service shall be
permitted to furnish or applyfor a social
security number after receiving their
first allotment in accordance with
paragraph (iii). The household's income,
statements shall be verified through a
collateral contact, or readily available
documentary evidence whenever it can
be done in sufficient time to meet the
expedited processing standards.
However, benefits shall not be delayed
beyond the delivery standard described
in paragraph (i)(3) of this section solely
because income has not been verified.

5. In 1 273.6 SSI cash-out States is
renumbered § 273.20 and § 273.6 is
retitled Social Security Numbers. Vie
new § 273.6 reads as follows:

§ 273.6 Social security numbdrs.
(a) Requirement forparticipation. (1)

The State agency shall require that a
household participating or applying for
participation in the Food Stamp Program
provide the State agency with the social
security number (SSN) (or numbers if
they have more than one number) of
each household member. The State
agency shall explain to applicants and
participants that refusal to provide an
SSN will result in disqualification of the
individual who refuses to comply in
accordance With paragraph (c) of this
section. The State agency shall also
inform applicants and participants how
the SSN will be used.

(2) If any-household member(s) is
unable to provide the State agency with
an SSN prior to certification or
recertification, the member who does
not have an SSN, and therefore must
apply for one, shall be allowed to
participate for 90 days from the date of
application pending receipt of the social
security number.

(3) If the SSN has not been obtained
within the 90 days and the participant
cannot show good cause why an SSN.
has not been obtained, the participant
shall be disqualified in accordance with
subparagraph 273.6(c). If the SSN has
not been obtained within the time limit
but good cause has been established,
then the participant may continue to
participate provided the individual has
documentation indicating they have, in
fact, applied for the SSN. Household
members without an SSN shall be
eligible to participate"while waiting for,
the Social Security Administration '
(SSA) to issue an SSN as long as they
have applied for the number, made
effort to provide SSA with th necessary
information and can document this. If
SSA determines that an applicant will
not qualify for an SSN then that
individual shall be disqualified from
participation in the Food Stamp
Program.

(b) Obtaining SSN's for all food stamp
household members. (1) for those
individuals who provide SSN's prior to
certification, recertification or at any
office contact, the State agency shall
record the SSN and verify it in
accordance with § 273.2(f)(1)(v).

(2) For those individuals who do not
have an SSN, the State agency shall use
one of the following two procedures:

(i) In a State where an agreement
exists between the State agency and
SSA which alows the State agency to
complete the application for an SSN,
Form SS-5, the State agency shall offer
to and shall complete this form at the
household's request. To complete the
form, the State agency can complete the

SS-5 only when this agreement between
SSA and the State exists.

(ii) If the household member elects to
complete the SS-5 and apply to the SSA
directly, or in a State in which no
-agreement with SSA exists, the State
agency shall inform the household
member where to apply and what
information will be needed. The State
agency should suggest that the
household member ask for proof of
application from SSA, in the event their
application is not processed within the
90 days time period described In
paragraph (a) of this section. The SSA
normally uses the Receipt for
Application for a Social Security
Number, Form SSA-5028, as evidence
that an individual has applied foran
SSN.

(3) for those individuals who do not
know if they have an SSN, or are unable
to find their SSN, the State agency shall
follow the procedures described In
subparagaph (2) (i) and (ii) above.

(c) Failure to comply. It the State
agency determines that a household
member(s) has refused to provide an
SSN or has failed without good cause to
obtain an SSN, that individual(s) shall
be ineligible to participate until that

" individual complies. This
disqualification applies to the
individual(s) alone and not to the entire
household. The earned or unearned
income of an individual disqualified
from the household far failure to comply
with this tequfnment shall be handled as
outlined in § 273.9(b)(3) of these
regulati6ns.

(d) Determining good cause. In
determining if good cause exists for
failure to comply with the requirement
to provide the State agency with an
SSN, the State agency shall consider
information from the household member,
the Social Security Administration and
the State agency (especially if the State
ageficy was designated to send the SS-5
to SSA and either did not process the
SS-5 or did not process it in a timely
manner). Documentary evidence or -
collateral information that the
household has applied for the number
and made every effort to supply SSA
with the necessary information shall be
considered good cause for not
complying timely with this requirement.

(e) Ending disqualification, The
household member(s) disqualified may
become eligible upon providing the State
ajency with an SSN or demonstrating
that an application has been made at
SSA for a social security number.

(f) Use of SSN. With the concurrence
of the Secretary of the Department of,
Health, Education, and Welfare, the
State agency shalf use social security
numbers in the administration of the
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Food Stamp Program. State agencies
shall have access ;to information
regardingindividual Foo 'Stamp
Program applicants andparticipants
who receavebeneflts.under itle XVI of
theSocialSecurity Act to determine
sucf ahouselold's elig2bility to receive
assistance andthe amountolassistance,
or to verify informaltonieltedlo the
benefits of these households. State
agencies shall use the StateData
Exichange ,ISDXJ to'the maximum extent
possible. The'State agencyahould also
use 'he SSN's to prevent duplicate
participation, to facilitate mass changes
in Federalbendfits as describedin
J 273.12ej3j and to determin'the
accuracy andJor reliabilatyf
informalionlgven by househ ilds.

S. In I'3.9 it is proposed Jhat
subparagraph;[bjj3J'le revisedlto read
asi.ollows:

§ 2742. Income andded uctions.

(b) "hefiziton of income. *

3Yeemmane oru-nearned income of
anindividual disgualffiedfromlhe
household for fraud naccordance 'with
§j IM.16, or alingto complywith the
studentwrkegIsi onTeg7firements
in I =23(b[9J1[) or for falling to comply
withthe requirementio provide an SSN
in accordance'wth 1273.6,shall
contnue'to be counted as income, less
the pro ata sAare for The individual.
Procedures for calculating this pro xata
share are riescibed in's -273I1L

7. In §"273.t0f])[3)]-it is proposedlhat a
new subparagraph (iv) be added as
follows:

§ 273.10 Determining household eligibility
andbenefit levels.

M I* & * ~

(ir.) ouseholds Teceiving :SSI and
social geourity:benefits, in-States wh h
domotbave-the:capabilty to effect-ata
point-in me, mass changes in benefits
due to the annual cost-ofliving
increases, shallUibe ass gned ertification
periods that Bnsure that theyare due for
recertificationat the tIme of-or
immediatelyafter the SSfand social
security cost-iof-liVingicrease.
Households entitled to a -certificafion
pefiod'ofsp to12months-asdllscussed
in I 27&,lO(3)(V jshall, (onaone-UTme
basis. bezertified for less thanaearin
order lnompy with this provision.

& In § 273.11, it is-roposed that a-new
subparagraphlin-)be addedtorc)(5),
paragraph (f) be'reletteredasparagrapli
(g -andithe new paragraph f] is added
to Tead as follows-

§ 273.11 Action on households with
special circumstance.

(c) Treatment of income and
resources of disquaLified member.
Individuallonseholdmembers maybe
disqualifledfor fraud. for failure to meet
the student work registration
requarements during the scloolIyearor
forfailure to obtaim. orrefusalto
provide, an SSN.During the periodof
time ahouseholdmemberis
disqualified. the eligiblity and benefit
level of aLy emaining household
members shall be determined as
follows:

(5) Reductiona r ermiadaon of
benefits wh~in thesarLificafon period

(iii) SSIdIsquahfIcatioI If a
household's benefits are Teduced or
terminated within the certification
periodlecause one ormore of its
membersm being disqualified for failure
to meet the SSN'requirement he'State
agency shall issue anotice of adverse
action which informs the household that
one or more of its members Is being
disqualified, the xeason for the
dfsqualifica'ton, andihe eligibility azn
benefit level of the remainng members.

f) Bmidents ofgroup living
arowgements who Jecives ocial
secuit disability ar payments []
Disabled or blinfrecipients ofsocial
security disability orSSI payments who
reside inagroup livingarrangement
failityasd fned in j 2731(e)(3) may
voluntadly apply for the Food Stamp
Program. Resident disabled orblind
recipients of ooialsecurity disability or
SSI paymentesshall have their eligibility
determined as a one-personhousahold.
IheState agencyslallcertify these
individuals by using the same provisions
that apply to allotherhouseholds except
that certification must tbe accomplished
througian aulborizedrepresentativeas
describedin § 273.3(p). The guidelines
for issuing FNzetailerauthorizations to
these group livig arrangement facilities
are set forthin 27&lf[e).

{2) Each group living arrangement
facility shall provide the State agency
with a certiled list ofcurrefly
participating residents. The State agency
shall require he list on apedodic basis.
In addition, the State agency shall
conduct periodiczandomoasite visits to
assure the accuracyof thelistings and
that he State agencys xecords-are
consistent and up to date.

13) The following provisions apply to
residents ogroup living arrangements
who receive social security &isnblity of
SSI payments:

fi) When expedited processing
standards as described in § 2730.20 ar
nqcessmy. eligibility for the initial
application shall be processed on an
expeditedbasis, -nd the State agency
shall complete 'verification and
documentation equirements prior to
issuance ofa secondc'oupon allotment;

(ii) When normal processing -
standards apply, the State agency s511
complete the verification and
documentation requirementsprior to
making aneligibility determination for
the initial application;

(rii) The State agency shall process
changes in householdircurmstances and
recertification by using the same
standards that apply to allotherldo
stamp households- and

tivJ Resident households shall be
afforded 'the same rights to no ices of
adverse action. to fairiearings. andlo
entitlement to lost benefits as are all
otherfoodstampiouseholds.

(4) The grp living arrangenmt
facility shalnofify the State agency as
provided in 1273 2(a)of changes inthe
household's income or other household
circumstances and of when the
individual leaves the group living
arrangement. The group living
azrangemmntsal reaturn to the State
agencyzalousehold'sAIPrard or
coupons If they are received after the
household lbs left 1hegroup living
arrangement facility.

(5) The group livingarrangement
facility shallprovide resident disabled
or blind recipients of social security
disability or SSI payments with their ID
card and any unfransacted ATP cards
issued for the household when the
household leaves thegroup liviog
arrangement. If the ATP card has
already been transactled and the
household leaves the goup living
arrangemeatpriorto Ahe L6thday of the
month. the group living arrangement
faclI s no longer allowed to act as
that household's anthrized
representative. The group living
arrangemeatfacilitysIal, if possible.
provide thehouseiold with a change
reporform to report to the State agency
the In lviual's new address and other
circumstances after leaving the group
living arrange ent and slall vise the
household to'Teturn the lon to the
appropriate office,of the State agency
within 10 days.

(B) The group living arrangement
facilityshall be xespons-1le for any
misrepresentation or fraud which it
knowingly commits in the certification
of its residents. As an authorized
representalive, it must be
knowledgeable abouthousehold
circumstances and should carefly
reviewihose circumstances'vith
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residents prior to applying on their
behalf. The group living arrangement
facility shall be strictly liable for all
losses or misuse of food coupons held
on behalf of resident households and for
all overissuances which occur while the
household is a resident of the group
living arrangement.

(7) The group living arrangement
facility may be penalized or disqualified,
as described in § 278.6, if it is
determined administratively or
judicially that coupons were
misappropriated or used for purchases
that did not contribute to a certified
household's meals. The State agency
shall promptly notify FNS when it has
reason to believe that a group living
arrangement facility is misusing coupons
in its possession. However, the State
agency shall take no action prior to FNS
action against the group living
arrangement facility. The State agency-
shall establish a claim for overissuance
of food coupons held on behalf of
resident clients as stipulated in
paragraph (f)(6) of this section if any
overissuance are discovered during an
investigation or hearing procedure for'
redemption violations. If FNS
disqualifies a group living arrangement
facility as an authorized retail food
store, the State agency shall suspend its
authorized representativestatus for the
same period.

9. In § 273.12, it is proposed that
subparagraph (e)(3) be revised to read
as follows:

273.12 Reporting changes.

(e) Mass changes. * * *
(3) Mass changes in Federal benefits.

(i) State agencies shall treat cost-of-
living increases received in July 1981
and all other subsequent years and any'
other mass changes in social security
and SSI payments as a mass change for
food stamp purposes. The household
shall not be responsible for reporting
these changes. The State agency shall be
responsible for automatically adjusting
a household's food stamp benefit level
to reflect the change in accordance with
the procedures in paragraph (e)(2) of this
section, or as noted in paragraph
(e)(3)(ii) of this section.

(ii) State agencies which do not have
the capability to perform a point-in-time
adjustment of the entir6 caseload as
required by paragraph (e)(2) of this
section, shall schedule all households
containing one or more members who
receive social security or SSI Payments
for recertification during July, August,
and September of each year so that the
cost-of-living increase can be reflected
in a timely manner.

(iii) For cost-of-living increases
scheduled for July 1980, State agencies
which currently have the capability
shall treat the increases as a mass
change in accordance with the
procedures in paragraph (e)(2] of this
section. A State agency is'capable of
treating these changes as a-mass change
if the State agency's computer system
can identify by social security number
individual household members receiving
social security or SSI payments and the
amount of these payments, and the
computer system can extract on a timely
basis the new income data from
BENDEX-and SDX for each recipient. All
other State agencies shall, within 180
days of the effective date of the
increase, identify cases receiving social
security aid SSI payments and reflect
the cost-of-living increase in the
household's allotment.
1 10. In § 273.16, it is proposed that
paragraphs (a), (d), (d)(9)(ii), and (e)(3)
be amended and a new subparagraph (4)
be added to § 273.16(e) to-read as
follows:

§ 273.16 Fraud disqualification.
(a) Fraud disqualification penalties.

Individuals found to have committed
fraud through an administrative fraud
hearing shall be ineligible to participate
in the program for 3 month. Individuals
found guilty of criminal or civil fraud by
a court of appropriate jurisdiction shall
be ineligible for hot less than 6 months
and not more than 24 months as
determined by the court. If the court
fails to specify a disqualification period
for the fraudulent act, the State agency
shall impose a six-month -
disqualification period. State agencies
shall disqualify only the individual
convicted of fraud and not the entire
household, After any specified period of
disqualification, the individual found
guilty of fraud will continue to be
ineligible to participate in the Food
Stamp Program if the individual fails to
agree to either a repayment in cash or a
reduction in the food stamp allotment of
the household of which such individual
is a member in accordance with the
procedures established in § 273.18(e)(2).
After the disqualification period, if the
individual fails to make cash payments
in accordance with an agreed to ' '
schedule, the individual's household will
be subject to allotment reductions in
accordance with the procedures -
established in § 273.18(e)(2)(i).
Individuals shall be permitted to make
restitution during the period of
disqualification in accordance'with the
established procedures for recoupmeht
or cash repayment.
*. * *t * *

(d) Administrative disqualification
Each State agency shall establish
procedures for conducting fraud
hearings which must conform with the
procedures outlined in this section. An
administrative fraud hearing should b6
initiated by the State agency In cases In
which the State agency has sufficient
evidence to substantiate that an
individual has committed one or more
acts of fraud as defined in paragraph (b)
of this section. Such cases may include
those in which-the State agency believes
the facts of the individual case do not
warrant civil or criminal prosecution
through the appropriate court system, or
has previously referred the case for such
prosecution and prosecution was
declined by the appropriate legal
authority. The State agency may Initiate
an administrative fraud hearing
regardless of the current eligibility of the
individual, The disqualification period
for individuals no longer participating at
the time the hearing decision is final
shall be deferred until the individual
applies for and is determined eligible for
program benefits. Fraud hearings shall
not be conducted if the amount the State
agency suspects has been fraudulently
obtained is less than $35 or if the value
of the ineligible items that have been
purchased with food stamps Is under
$35. The burden of proving fraud is on
the State agency. The administrative
fraud hearing may still be conducted
regardless of whether other legal action
is planned-against the household
member.
* * *l *

(9) Notification of hearing decision.

(Ii) If the administrative fraud hearing
finds that the household member
committed fraud, the State agency shall
mail a written notice to the household
member prior to disqualification. The
notice shall inform the household
member of the decision and the reason
for the decision. The notice shall also
advise the remaining household
members, if any, of hither the allotment
they will receive during the period of
disqualification, or that they must
reapply because the certification period
has expired. The procedures for
handling the income and resources of
the disqualified member are described
in § 273.11. For State level decisions, the
notice shall inform the household
member of the date disqualification will
take effect. For local level decisions, the
notice shall inform the household
member of the deadline for requesting a
State level hearing,,the date
disqualification will take effect unless a
State level hearing is requested, and that
benefits will be continued pending a

-- I I
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State level Iheaing if 'the 'household is
otherwfie.eligible If the individual is-m
longer participaling, the notice shall
inform the individual that the period of
disqualification will be deferred-unfl
such Time as he individual again applies
for and is determined eligible for
programbenefits. A list of the 'household
member's rigts ascontained in
§ 273.15p and the Sate level hearing
procedures shall be enclosed with 'the
local fraudhearing decisionnotice. In
addition, the State agency shall initiate
fraud claim collection activities in
accordance wi-§ 27318(c).

[e) Cou i posed disgquzlications.

(3) State ageniesshall disqualify an
individual foundgi.fiiy-bfiaud Tor the
length of time specified by the court. If
disqualificationis wrdered but a date Tor
initiating the disqualification period is
mtot.specified. the Stale agency shall

ilat the disgualification period for
currently eligible Individuals with the
firstmonlhffollowing he dale the
disqualification was ordered.f the court
fails lospec9y a specific
disqualification periodl er the fraudulent
conduct, the State agency shall impose a
six-montidisqualffication period which
shall begin the lrst month following the
date the court found a currently eligible
individual guilty of civil or criminal
frau._ fhe individualis not eligible for
the program at the time the
disqualificaion.periodis to begin, the
p eriod s1ll be postponed until the
in applies for and is determined

eligible forlenifits. A court ordered
disqualifica nlnmay run concurrently
with the3-inmnthpieriod of
disqualificationimposed as a result of
an administrative fraud hearing. The
State agencyshall notinitiate or
continue acourt imposedor
adminisrratively imposed Traud
disqualification period contrarylo a
court-order,

(4) Ihe court finds that the
household -member comniitted-fraud, the
State Agency shallmail -a -'written-notice
to "the household member prior,
whenever-possible, to -disqualification.
The notice shall inform the household
member of the decikon and he reason
for the decision.The notice shall also
advise the remaining household
members, if -any, of the allotment they
wil-receive during'the -period o
disqualification -or.that they must
reapply because the certification period
Ias -expired. The procedures for
handling the income and resources -Of
the disqualified member are described
in § ?73.!1.Uhemnotice -shall also inform
Thehousehdldmebervdte -date

disqualification will take effect. In
addition, 'the State agency -shallinitate
fraud clain-collection activities in
accordance with J 273.8(c).

11. n § 273.18. it isproposed that
paragraphs 1cJ[3J, and f) be deleted and
subparagraph 1c[2), and paragraphs (d)
andjeJ be amended; subparagraph (f)(2)
renumbered as t"][3) and subparagraphs
f[1) and [J[2) amended. The amended

paragraphs read as follows:

§273.18 3Clalms againsthouseholds.

(c) Freudclam.
(2] 'Coflecting fraud claims. (i) If a

houselioldmember is found to have
committed fraud by either an
administrative fraud hearing or a court
of appropriate jurisdiction,,the State
agencyshall, prior whenever possible to
disqualification, send'the individual a
written agreementletter for restitution.
designed by FNS, which informs the
individual of the-amount-owed, the
reason for the claim, the period of time
the clani covers, any offsetting that was
done to reduce the claim, the types -and
terms ofeachrestittion schedule which
is offered, the 'date restitution must
commence, the penalties involvedfor
default as -well as the household
member's ght to 'a fair hearfmgif the
individual-disagrees with the State
agency'sa determination of-the claim. In
additionto the writtenegreementletter
for restitution, a personal contact shall
be made, if possible.The State agency
shall initiate such collection uhless the
householdhas repaid the overissuanoe
as a Tesult of nonfraud demandletters,
the State agency has documentation
which -shows the household cannot be
located, or the legalrepresentative
prosecuting amember of the household
for fraud advises, in writing, that
collection action will prejudice the case.
In cass where'a household member
was found Vuilty-oT fraud by a court the
State agency'hall equest the matter of
restitution bebrought before the court.

(i) iMandatory restitution shall begin
the month following the month the
period ofisqualification ends. If the
disqualified individual falls to agree to
mike restitution, their period of
disqualificationshall continue until an
agreement is made.The individual who
committed fraud or hehousehold may
beginrestitutionprior to or during the
periodof disqualification set by a
hearing."However, the penalties in
§ 273.16(a) shall not apply except in
cases of mandatory restitution. The
State agency shall follow'the procedures
for collecting and submitting payments
as well as'the applicable accounting
procedures prescribed in paragraphs je),

(f0, (g), and,(h) ofthissection. FNSmay
grant deviations from the designed
demand letter under conditions
specified In § 273.2(b). A written
demandletter for a fraudcaim shall be
sent even if the household has
previously received a nonfrand demand
letter, because the time period covered
by the claim is different for fraud and
nonfiud claims, unless the
overissuance is repaid as a resultof the
nonfraud collection efforts.In addition
to the -written demand letter, a personal
contact shall'be made, if-possible.

(ii!) One month prior to the end ofThe
specifiedperiod of disqualification.if
the household memberfound guilty hf
fraud has not-responded to the written
agreement letter, the'State agencyshall
send one additional follow-up letter
advising the individual that he will
continue to be ineligible to participate in
the Food Stamp Program if the
individual falls to agreeto either a
reduction In the'household's foodstamp
allotment or to a repayment in cashin
accordance with Ihe procedures
established in paragraph fe)M2) of this
section. Individuals who al to agree to
make restitution in accordance with the
terms of the.written agreement sliall
continu to be ineligible to participateln
the Food Stamp Progam.The State
agencyihall mail a written notice to the
household member informing surl
individual of the decisionand the
reason for thedecision. The noticestel
also advise the remaining household
members, lfany.,of either the allotment
they will receive during the period of
disqualification or that they must
reapply because the certificationperiod
has expired. The procedures for
handling the income and resources of
the disqualified member are described
in § 273.11. The period of
disqualification-continues uitil the
fraudulent individual agrees to make
restitution. The State .agency may-also
initiate civil courtaction to obtain the
claim.

(iv) Ifafter The specifiedperiod of
disqualification, the household member
agrees to malke zestitation, the:State
agency shall follow the procedures
prescribed in paragraph (e)(2) of this
section-for collecting and submitting
payments or the procedures for reducing
the food stamp allotment of the
household of -which suchindividual
found guilty of fraud is i member.

{v) he State agency shall-suspend
collection action at any time itIas
documentation that the household
member found guilty-of fraudcannot be
located. A-claim shall be determined
unoollectible after it is heldin suspense
for three years. The State agency may

1 1 I II II
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use an uncollectible claim to offset
benefits in accordance with § 273.17.

(d) Changes in household
composition. (1) Nonfraud claims. If a
household's membership has changed
since the overissuance occurred, the
State agency, shall initiate collection
action against the head of the
household. If the head of the household
is no longer living or cannot be located,
the'State agency shall initiate collection
action against the household containing
a majority of the individuals who were
household members at the time the error
occurred.

(2) Fraud claims. If the household
member found guilty of fraud moves,
resulting in a change in household
membership, the State agency shall
initiate collection action against the
household currently containing the
fraudulent individual.

(e) Methods of collectingpayments.
(1) State agencies shall collect payments
for nonfraud claims in one of the
following ways:

(i) Lump-sum. State agencies shall
collect payments from households in one
lump sum if the household is financially
able to pay the claim in one lump sum.

(ii) Installments. If the household has
insufficient liquid resources'or is
otherwise financially unable to pay the
claim in one lump sum, payments shall
be accepted by the State agency in
regular installments. If the full amount of
the claim cannot be liquidated in 3
years, the State agency shall
compromise the claim by reducing it fo
an amount that will allow the household
to pay the claim in 3 years. A State
agency may use the full amount of the
claim to offset in accordance with
§ 273.17.

(2) State agencies shall collect
payments for fraud claims in one of the
following ways:

(i) Reduction in food stamp allotment.
If the household member found guilty of
fraud agrees to a reduction in the
household'sfood stamp allotment, the-
State agency shall discuss with the
household the amount of food stamps to
be recouped each month. The amount of
food stamps to be recouped each month
shall be 25 percent of the household's
monthly allotment. Recoupment of less
than 25 percent shall be accepted only
of it results in equal increments or if the
full amount can be recovered within a
year using a lesser percentage. If the full
amount of the claim cannot be
liquidated in 3 years, the State agency
shall compromise the claim by reducing
it to an amount that will allow the
household to make restitution within 3
years. A State agency may use the full
amount of the claim to offset benefits in
accordance with § 273.17.

(ii) Repayment in'cash. If the
household member found guilty of fraud
agrees to a repayment in cash, and the
individual is financially able to repay
the claim in full, the State agency shall
collect the payment in one lump-sum.
However, if the household has
insufficient liquid resources or is
otherwise unable to pay the claim in one
lump sum, payments shall be accepted
in regular installments. If the full amount
of the claim cannot be liquidated in 3
years, the State agency shall
compromise the claim, by reducing it to
an amount that will allow the individual
to pay the claim in 3 years. A State
agency may use the full amount of the
claim to offset b enefits in accordance
with § 273.17. If the household member
fails to make a payment in accordance
with the established restitution
schedule, the State agency shall initiate
one of the following actions:

(A) If the household member fails to
"make any payments, the State agency
shall send one follow-up notice. If the
household member again fails to make
any payments, the State agency shall
follow the procedures prescribed in
paragraph (e)(2)(i) of this section for
reducing the household's food stamp
'allotment. -

(B) If the household member makes a
payment that is less than the amount
established in the restitution schedule,
the State agency shall determine if the
household's economic circumstances
have changed necessitating a reduction
in the amount of the payments. If so, the
State agency and the household member
shall execute a revised repayment
schedule. If, however, the household's
economic circumstances have-not
changed and the household is still
financially able to pay the established
claim, then the -State agency shall follow
the procedures established in paragraph
(e)(2J(i] of this section forrreducing the
household's food stamp allotment.
1 (3) State agencies may initiate civil
court action to obtain payment of the
claim prior to the end of the
disqualification period. However, the
State agency shall not deny, terminate
or reduce a household's benefits for
failure to repay a claim, to agree to a
repayment schedule or to make the
agreed upon payment, unless the State
agency's request for repayment of a
claim is after the period of
disqualification and the household
member found guilty of fraud fails to
agree to make restitution in accordance
with the procedures prescribed in this
section.

(f) Submission of payments. (1)
Effective July 1, 1980, the State agency
shall no longer forward to FNS value of
all funds collected for claims. This

amount includes the total value of
allotments recouped to repay fraud
claims. Alternatively, FNS will amend
the State's letter of credit on a quarterly
basis. This amendment will reflect
State's retention of so percent of the
value of all funds collected or allotmonts
recouped through prosecutions or other
State activities directed against
individuals who fraudulently obtain
food stamps as well as full retention by
FNS of all nonfraud overissuance
recoveries.

(2) Each State shall also submit a
Form FNS-209, Status of Claims Against
Households, monthly to FNS to detail
the State's activities relating to clalths
against households, This report is duo
no later than 30 days after the end of
each calendar month and shall be
submitted even if the State agency has
not collected any payments. In addition
to reporting the amount of funds
recovered from fraud claims each month
on Form FNS-209, the State agency shall
also report this amount on other letter of
credit documents as required. In
accounting for fraud claim collections,
the State agency shall include in the
collections cash repayments, and-the
value of the allotments recouped or
offset by restoration of lost benefits,
However, the value of allotments
reduced during periods of
disqualification, including
disqualification due to an individual's
failure to agree to repay'a fraud claim,
shall not be considered recouped
allotments and shall not be used to
offset a fraud claim. In addition, each
State agency shall establish controls to
ensure that officials responsible for
fraud determinations will not benefit
from the State share of recoveries.

PART 278-PARTICIPATION OF
RETAIL FOOD STORES, WHOLESALE
FOOD CONCERNS, AND BANKS

13. In § 278.1, it is proposed that
paragraph (a) be revised and a new
paragraph (0f added and paragraphs (I)
through (1) relettered (g) through (m).
The revised paragraph (e) and the new
paragraph (f) reads as follows:

§ 278.1 Approval of retail food stores and
wholesale food concerns.

(e) Treatment programs. Drug addict
or alcoholic treatment and rehabilitation
programs wishing to redeem through
wholesalers food stamps received from
or on behalf of their particpants must, In
addition to meeting the requirements of
paragraph (a), (b) and (d)(1) of this
section, be certified by the State agency
or agencies designated by the Governor
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as responsible for the State's programs
for alcoholics and drug addicts under
Public Law 91-616, "Comprehensive
Alcohol Abuse and Alcoholism
Prevention, Treatment, and
Rehabilitation Act of 1972," and Public
Law 92- 55, "Drug Abuse Office and
Treatment Act of 1972," as providing
treatment that can lead to the
rehabilitation of drug addicts and
alcoholics. In addition, the certification
must show that the treatment program
meets the standards required of
treatment programs under the
supervision of the State agency or
agencies designated by the Governor as
responsible for the State's programs for
alcoholics and drug addicts. Approval to
participate is automatically cancelled at
any time that a program loses its
certification from the State agency or
agencies.

(f) Group living arrangement
facilities. Group living arrangement
facilities wishing to redeem through
wholesalers food stamps received from
or on behalf of their residents must, in
addition to meeting requirements of
paragraphs (a), (b), and (d)(1) of this
section, be certified by the appropriate
State agency or agencies under
regulations' issued under section 1616(e)
of the Social Security Act. Approval to
participate is automatically cancelled at
any time that a program loses its
certifie tion from the State agency or
agencies.

§ 278.2 [Amended]
14. In § 278.2, it is proposed that

paragraph (g) be revised by adding the
words "and authorized group living
arrangement facilities" after the word
"programs" in the final sentence.

Note.-Food Stamp forms are being revised
in accordance with the requirements of this
amendment. The reporting and/or record
keeping requirements anticipated in this
amendment resulting from the forms
revisions will be forwarded to the Office of

- Management and Budget for approval in
accordance with the Federal Reports Act of
1942.

(91 Stat. 958 (7 U.S.C. 2011-2027))
Note.-This proposal has been reviewed

under the USDA criteria established to
implement, Executive Order 12044,
"Improving Government Regulations." A
determination has been made that this action
should not be classified as significant. Robert
Greenstein, Administrator of the Food and
Nutrition Service has determined that an
emergency situation exists which warrants
less than a full 60-day public comment period
on this proposal because of the legislatively
imposed publication and implementation
dates. An impact statement has been
prepared and is available from Claire

Lipsman, Director. Program Development
Division. Food and Nutrition Service, U.S.
Department of Agriculture, Washington, D.C.,
20250.
(Catalog of Federal Domestic Assistance
Programs No. 10.551, Food Stamps)

Dated. October 26,1979.
Carol Tucker Foreman,
Assistant Secretary.
[FR Dos. 79-336% Filed 10-30-4; &5 am]
BILUNG CODE 3410-30-M
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AGENCY PUBLICATION ON ASSIGNED IDAYS OF THE 'WEEK

The following agencies have agreed to publish all This is -a -voluntary program: (See OFR NOTICE
documents on two assigned days of the week FR 32914, August 6, 1976.)
(Mbnday/Thursday or Tuesday/Friday).

Monday, Tuesday Wednesday Thursday Friday

DOT/SECRETARY* USDA/ASCS DOTJSECRETARY* USDA/ASCS
DOTICOAST GUARD USDA/APHIS DOT/COAST GUARD USDA/APHIS
DOT/FAA UJSDA/FNS DOTIFAA USDAIFNS
DOTJFHWA USDA/FSOS DOT/FHWA USDA/FSOS
DOT/FRA USDA/REA DOT/FRA USDA/REA
DOT/NHTSA MSPB/OPM, DOT/NHTSA MSPB/OPM
DOT/RSPA LABOR DOT/RSPA LABOR
DOT/SLSDC HEW/FDA DOT/SLSDC HEW/FDA
DOT.UMTA DOT/UMTA
CSA CSA

Documents 'normally -scheduled for "publication on Comments on tifs program are stillfinvited. *NOTE: As of July 2, 1979, all agencies In
a day that will be a Federal holiday will be Comments shou'd 'be submitted to the * . the Department of Transportation, will "publish
published the next work day following the Day-of-the-Week Program Coordinator. Office of on the Monday/Thursday schedule.
holiday, the Federal Register, National Archives and

Records Service, ,General Services Administration,
Washington, D.C. 20408

REMINDERS-

The items in this list were4ditorially compiled as ag aid to:Federal
Register users.'lnClusion or exclusion from this listbas.no legal
significance.'Since 1his list is intended as a reminder, itdoes not -

include effective dates that occur within 14 days of publication.

Rules Going Into EffectToday
Note: There were no items eligible for inclusionin 'the list-of Rules
Going Into Effect Today.

List of Public Laws -

Note: No public bills which have become law were Teceived by-ihe
Office of the Federal Register for inclusion in today's List of Public
Laws.
Last ListingNovember 1,1979

THE FEDERAL REGISTER: WHAT IT IS
AND HOW TO USE IT

FOR: Ank, person who uses the Federal Register and
Code .of Federal Regulations.

WHO: The Office of the.Federal Register.
WHAT: Free public briefings (approximately 21,S hours)

to present:
1. The regulatory process, with a focus -on the

Federal Register system and the public's role
in the development of regulations,

2. The relationship between Federal Register
and the Code of Federal Regulations.

3. The important elements of typical Federal
Register documents.

4. An introduction to the finding aids of the
FR/CFR system.

WHY: To provide the public with access to
information necessary to-research Federal
agency regulations which directly affect

-them, as part of the General Services
Adniifistration's efforts to encourage public
participation in Government actions. There

_ will-be -o discussion-of specific agency
regulations.

WASHINGTON, D.C.
WHEN: -Nov..16* and 30; -Dec. 14; ut 9a.m,

(identical sessions)
WHERE: Office df the Federal Register, Room 9409,

-l00L Street N.W., Washington, D.C.
RESERVATIONS: Call Mike Smith, 'Workshop

Coordinator, 202-523-5235 or
Gwendolyn Henderson, Assistant
-Coordinator, 202-523-5234.

*Note: The November 16 briefing will feature an
interpreter for hearing impaired persons. For further
information contact Melanie Yager Williams ion the T'Y
number at the Office of the Federal Register. 202-523-5239,

DALLAS, TEXAS
WHEN: December,1979 at 930 a.m.
WHERE. .Dunfey Dallas Hotel

.3800 West Northwest Highway
Dallas, Texas

RESERVATIONS: Call Mary Peters (214) 445-0055


